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PHARMACEUTICAL  PATENT  ISSUES: 
INTERPRETING  GATT 


TUESDAY,  FEBRUARY  27,  1996 

U.S.  Senate, 
Committee  on  the  Judiciary, 

Washington,  DC. 
The  committee  met,  pursuant  to  notice,  at  10:02  a.m.,  in  room 
SD-226,   Dirksen   Senate   Office   Building,   Hon   Orrin   G.   Hatch 
(chairman  of  the  committee),  presiding. 

Also  present:  Senators  Grassley,  Specter,  DeWine,  Kennedy, 
Leahy,  Heflin,  Simon,  and  Feinstein. 

OPENING  STATEMENT  OF  HON.  ORRIN  G.  HATCH,  A  U.S. 
SENATOR  FROM  THE  STATE  OF  UTAH 

The  Chairman.  We  are  happy  to  welcome  all  of  you  here  today. 
This  is  an  important  hearing  and  both  sides  are  very  concerned 
about  this  matter. 

This  is  the  first  of  two  important  hearings  on  pharmaceutical 
patent  issues. 

Today,  the  committee  will  examine  the  complex  interrelationship 
between  the  intellectual  property  provisions  of  the  GATT  treaty  im- 
plementing law  and  food  and  drug  law.  These  laws  have  profound 
implications  for  the  United  States  consumer,  because  it  is  the  pub- 
lic health  in  the  most  literal  sense  that  benefits  from  the  delicately 
crafted  statutory  balance  between  incentives  for  the  creation  of  new 
break-through  drugs  and  production  of  lower-cost  generic  copies. 

Both  the  pioneer  and  generic  segments  of  the  pharmaceutical  in- 
dustry play  important  and  valuable  roles  in  our  health  care  system. 
At  times,  there  is  an  unavoidable  inherent  tension  between  them, 
as  I  am  sure  will  be  apparent  during  our  hearings  over  the  next 
2  weeks,  but  that  competitive  tension  can  be  healthy  in  maintain- 
ing a  balanced  system  that  brings  both  innovative  drugs  and  lower 
cost  generics  to  the  patient's  bedside. 

Our  hearing  this  morning  honors  a  commitment  I  made  to  Sen- 
ator Pryor  and  others  during  floor  consideration  last  December, 
and  I  want  to  recognize  the  active  interest  and  leadership  shown 
by  Senators  on  both  sides  of  the  aisle  and  on  both  sides  of  the  is- 
sues, as  we  see  from  our  participation  here  today. 

I  would  also  like  to  note  that  we  have  several  statements  which 
will  be  inserted  in  the  record,  including  testimony  from  Dr.  C.  Ev- 
erett Koop  and  Senator  Chris  Dodd,  both  of  whom  wished  to  ap- 
pear today  and  testify  in  opposition  to  any  changes  in  the  law. 

[The  prepared  statement  of  Dr.  Koop  follows:] 

(1) 


Prepared  Statement  of  C.  Everett  Koop,  M.D. 

Mr.  Chairman  and  Members  of  the  Committee: 

First,  Mr.  Chairman,  thank  you  for  holding  this  hearing  to  explore  the  impact  of 
proposals  to  weaken  the  GATT  intellectual  property  provisions.  It  is  a  very  impor- 
tant issue — one  that  could  have  far-reaching  ramifications  for  our  health  care  sys- 
tem and  for  the  future  of  patient  care. 

I  firmly  believe  that  any  action  on  the  part  of  Congress  to  weaken  the  hard-fought 
for  patent  protections  of  GATT  would  imperil  the  futvu-e  of  intellectual  property 
rights  and  undermine  the  research  activities  of  pioneering  pharmaceutical  compa- 
nies. As  a  physician,  I  am  concerned  that  this  would  have  a  direct,  negative  effect 
on  the  availability  of  new  and  better  medicines  to  treat  diseases  that  today  continue 
to  inflict  pain  and  suffering  on  thousands  of  patients. 

If  I  could  provide  only  one  piece  of  advice  to  your  committee  from  my  perspective 
as  a  physician,  it  is  to  keep  this  issue  in  the  proper  perspective.  The  best  way  to 
provide  long-term  patient  benefit  and  to  reduce  our  total  health  care  costs  in  this 
country  is  to  find  cures  and  effective  treatments  for  AIDS,  cancer,  Alzheimer's,  and 
the  other  deadly  and  debilitating  diseases  that  are  costing  society  hundreds  of  bil- 
Uons  of  dollars. 

The  link  between  patents  and  patient  health 

A  little  known  revolution  has  taken  place  in  my  lifetime.  When  I  started  practic- 
ing medicine,  only  a  fraction  of  the  drugs  we  now  take  for  granted  existed.  Over 
the  years,  I  have  witnessed  great  suffering  endured  by  patients  and  their  families 
that  just  a  few  years  later  could  have  been  eased  because  of  the  advent  of  the  latest 
"miracle  drug."  These  breakthrough  treatments  have  brought  hope,  and  in  many 
cases,  renewed  health  to  thousands  of  patients.  They  are  made  possible  only  because 
we  recognize  and  protect  the  sanctity  of  intellectual  property. 

Six  of  the  eight  most  deadly  diseases  of  the  1920s,  including  pneumonia  and  diph- 
theria, have  been  brought  under  control  by  new  vaccines  or  medicines.  Treatments 
have  been  greatly  enhanced  and  death  rates  reduced  as  a  result  of  pharmaceutical 
breakthroughs  for  diseases  of  the  1960s,  such  as  arteriosclerosis,  rheumatic  fever, 
peptic  ulcer  disease,  and  arthritis.  There  is  new  hope  each  day  for  treating  the  most 
complex  and  deadly  diseases  facing  us  today — including  those  I  mentioned  earlier, 
such  as  cancer,  depression,  AIDS  and  Alzheimer's. 

The  most  promising  potential  for  cures  to  these  and  other  diseases  lies  in  part 
within  the  research-based  pharmaceutical  industry.  Without  this  industrj^s  invest- 
ments and  its  research  and  development  capabilities,  very  few  of  the  benefits  from 
the  basic  research  conducted  by  the  government,  by  academia,  and  even  by  the  in- 
dustry itself,  would  be  realized.  Bringing  a  new  drug  to  market  requires  an  enor- 
mous investment  in  time,  money,  and  brain  power.  The  average  investment  rep- 
resents 12  years  and  more  than  $350  million  dollars.  More  recent  estimates  even 
put  that  figures  as  high  as  $600  million  for  a  drug  starting  development  today.  Of 
the  many  thousands  of  compounds  tested  in  the  laboratory,  only  a  few  ever  find 
their  way  onto  pharmacy  shelves.  And  only  a  third  of  those  ever  earn  a  return  to 
match  the  colossal  investment  made  to  discover  and  develop  it. 

Patent  protection  is  the  essential  ingredient  that  makes  the  investment  in  medi- 
cal research  worthwhile  and  possible.  Recently  patent  protection  around  the  world 
was  strengthened  and  harmonized  by  the  General  Agreement  on  Tariffs  and  Trade, 
which  required  changes  that  eventually  should  equalize  intellectual  property  protec- 
tion in  all  participating  countries. 

These  changes  are  important  to  encourage  the  risky,  expensive  research  necessary 
to  provide  new  medicines  to  meet  unmet  medical  needs.  Without  these  changes,  U.S. 
industries  would  continue  to  lose  billions  of  dollars  each  year  to  patent  pirates  in 
countries  that  lack  or  reftise  to  enforce  intellectual  property  protection. 

A  system  that  works 

Though  risky  and  expensive,  this  process  works.  The  U.S.  is  the  world  leader  in 
the  development  of  innovative  new  medicines.  But  we  must  not  take  our  successes 
for  granted.  Medicines  that  we  use  everyday  are  considered  miracle  drugs  in  many 
less  fortunate  parts  of  the  world.  The  complexity  of  the  unsolved  diseases  and  the 
tenacity  of  many  old  ones  bring  new  challenges  to  the  entire  medical  profession. 

One  of  the  chief  means  of  meeting  these  challenges  will  be  continued  investments 
in  biomedical  innovation.  In  the  case  of  the  research-based  pharmaceutical  industry, 
such  investments  are  made  possible  by  the  sales  of  current  medicines.  This  revenue 
supports  the  complex,  lengthy,  and  risky  research  and  development  process  for  suc- 
cessful new  drugs,  as  well  as  the  many  thousands  of  drugs  that  never  make  it  out 
of  the  lab. 


Patent  protection  provides  the  foundation  upon  which  the  cycle  of  discovery,  de- 
velopment, availability  and  reinvestment  rests.  Strong  intellectual  property  protec- 
tion becomes  even  more  important  in  light  of  the  fact  that  medical  research  has  con- 
tinued to  become  more  complex,  more  costly,  and  more  time  consuming,  further  lim- 
iting the  effective  market  life  for  patented  products.  This  is  why  the  stronger  protec- 
tions established  by  GATT  were  an  important  step  forward  for  everyone  interested 
in  our  nation's  long-term  health. 

Now  some  generic  drug  companies  are  challenging  the  GATT's  advance  in  intellec- 
tual property  protection.  They  are  urging  Congress  to  amend  the  1984  Hatch-Wax- 
man  Act  to  allow  them  on  the  market  early  and  give  them  an  advantage  under  the 
GATT  that  no  other  industry  enjoys. 

A  key  provision  of  the  1984  Hatch- Waxman  Act  gives  generic  drug  companies  a 
jump  start  to  market  by  allowing  them  to  make  and  use  a  patented  product  for  de- 
velopment and  testing  before  the  patent  expires.  This  special  exemption  from  patent 
law  is  not  allowed  for  any  other  industry.  A  television  manufacturer,  for  example, 
who  wants  to  market  or  use  its  own  version  of  a  patented  component  must  wait 
until  the  patent  expires;  otherwise,  it  risks  liability  for  patent  infringement. 

In  return  for  these  special  benefits,  the  Hatch- Waxman  Act  requires  generic  drug 
companies  to  wait  until  the  expiration  of  the  research  companies'  patents  to  actually 
market  their  drugs.  Now  they  are  asking  Congress  to  give  them  a  special  exemption 
from  that  restriction  as  well. 

In  my  opinion,  that  would  be  unwise. 

Generic  drugs  play  an  important  role  in  helping  lower  the  costs  of  medicines.  But 
it  is  the  pharmaceutical  research  industry  that  discovers  and  develops  those  medi- 
cines in  the  first  place,  investing  billions  of  dollars  in  research  and  development 
that  can  span  decades  without  any  guarantee  of  success — an  investment  made  pos- 
sible by  our  system  of  patent  protection.  Preserve  patent  protection  and  you  pre- 
serve the  opportunity  for  the  discovery  of  future  cures  and  treatments  for  disease. 
Undercut  that  protection,  and  you  undercut  America's  hope  for  new  and  better  an- 
swers to  our  health  care  needs. 

In  considering  these  issues,  we  must  resist  the  temptations  of  short-term  thinking 
and  look  at  the  big  picture.  The  only  way  to  make  a  real  difference  in  health  care 
costs — and  a  real  difference  in  people's  lives — is  to  find  cures  for  AIDS,  cancer,  Alz- 
heimer's, and  all  the  other  diseases  that  continue  to  exact  such  a  tremendous  per- 
sonal and  financial  toll  on  individuals  and  on  society.  The  way  to  do  that  is  to  en- 
courage support  for  medical  innovation. 

The  stronger  patent  protections  established  by  GATT  represent  a  leap  forward  for 
the  nation's  health.  I  urge  Congress  not  to  weaken  them  in  any  way. 

[The  prepared  statement  of  Senator  Dodd  follows:] 

Prepared  Statement  of  Hon.  Christopher  J.  Dodd,  A  U.S.  Senator  From  the 

State  of  Connecticut 

I  am  pleased  that  the  Judiciary  Committee  is  holding  this  hearing  on  the  proper 
implementation  of  the  General  Agreement  on  Tariffs  and  Trade  (GATT)  and  the 
transitional  provisions  of  the  Uruguay  Round  Agreements  Act  (URAA)  implement- 
ing legislation. 

When  Senator  DeWine  and  I  offered  an  amendment  on  the  Senate  floor  on  De- 
cember 7,  1995,  calling  for  hearings,  our  goal  was  to  ensure  that  the  complex  issues 
raised  by  Senator  Pryor's  amendment  be  given  full  consideration  by  the  appropriate 
Senate  Committee. 

The  Pryor  amendmeirt  would  result  in  substantial  changes  in  two  statues — the 
GATT  implementing  statutes  and  the  1984  Drug  Price  Competition  and  Patent 
Term  Restoration  Act  (the  Hatch- Waxman  Act).  The  first  is  an  important  trade  trea- 
ty that  we  negotiated  in  good  faith  with  many  other  countries  who  are  relying  on 
our  commitment  to  abide  by  the  strong  international  patent  protections  that  were 
a  major  achievement  of  GATT.  The  Hatch- Waxman  Act  was  a  legislative  com- 
promise that  provided  special  rules  for  generic  drugs  to  give  the  generic  drug  indus- 
try an  advantage  possessed  by  no  other  industry  in  the  United  States  or  the  indus- 
trialized world.  These  two  statutes  were  developed  carefully  to  ensure  that  the  Unit- 
ed States  continues  to  lead  the  world  in  innovative  drugs  and  new  therapies. 

By  rewarding  ingenuity  and  encouraging  innovation,  patent  protection  makes  pos- 
sible the  investment  of  literally  billions  of  dollars  and  years  of  time  and  effort  in 
medical  research — with  no  guarantee  of  success.  I  am  proud  that  much  of  this  re- 
search is  being  conducted  in  my  home  state  of  Connecticut  by  some  of  the  leading 
pharmaceutical  research  companies  in  America.  With  the  discoveries  bom  of  these 


investments,  patients  benefit  through  saved  lives  and  improved  quality  of  life.  Our 
health  care  system  benefits  form  a  reduction  in  the  overall  cost  of  care. 

If  we  start  to  chip  away  at  patent  protection  in  the  United  States,  we  risk  de- 
stroying a  system  that  has  made  this  country  the  world  leader  in  the  discovery  of 
new  medicines.  Moreover,  we  in  Congress  cannot  expect  the  private  sector  to  con- 
tinue making  high-risk  investments  in  research  and  development  if  there  is  no  as- 
surance of  strong  patent  protection  (and  if  there  is  no  assurance  that  the  United 
States  will  meet  its  multilateral  obligations  to  provide  such  protection). 

Enhanced  patent  protection  overseas  will  have  a  significant  impact  on  the  com- 
mercial interests  of  the  United  States,  and  the  resulting  economic  gains  and  job  cre- 
ation in  this  country  will  be  considerable.  On  the  other  hand,  a  U.S.  retreat  from 
its  own  commitments  to  increased  intellectual  protection  would  be  precisely  the 
wrong  message  to  send  to  the  rest  of  the  world  and  could  lead  to  the  unraveling 
of  hard-fought  gains. 

I  certainly  support  patient  access  to  lower  cost  treatments  for  disease,  and  I  ap- 
preciate the  cost  savings  that  generic  drugs  can  offer  in  the  short  term.  However, 
I  also  know  that  innovative  new  therapies  for  complex,  life-threatening  diseases  will 
come  only  from  research-based  pharmaceutical  companies. 

My  hope  is  that  the  Judiciary  Committee  will  examine  these  complex  issues  and 
report  a  bill  to  the  full  Senate  that  fosters  the  availability  of  both  breakthrough  and 
generic  drugs. 

The  Chairman.  We  also  have  statements  from  Dixie  Horning,  ex- 
ecutive director,  the  Gray  Panthers;  Ciba  Pharmaceuticals;  Ambas- 
sador Clayton  K.  Yeutter;  the  Seniors  Coalition;  Roger  Foster,  vice 
president  and  general  counsel,  Mylan  Laboratories,  Inc.;  Martha  A. 
McSteen,  president.  National  Committee  to  Preserve  Social  Secu- 
rity and  Medicare;  Patti  Munter,  president,  National  Organization 
on  Fetal  Alcohol  Syndrome;  Daniel  Perry,  executive  director.  Alli- 
ance for  Aging  Research;  Robert  J.  Beall,  president  and  chief  execu- 
tive officer.  Cystic  Fibrosis  Foundation;  Sandra  H.  Kownacki,  presi- 
dent, Autism  Society  of  America;  and  a  joint  statement  from  the 
Citizen  Advocacy  Center,  Consumer  Federation  of  America,  Con- 
sumers Union,  National  Women's  Health  Network,  People's  Medi- 
cal Society,  Public  Citizen,  and  U.S.  PIRG.  Their  statements  will 
be  included  in  the  record. 

[The  above  mentioned  statements  are  located  in  the  appendix.] 

The  Chairman.  Next  week,  the  committee  will  begin  to  consider 
a  more  general  and  perhaps  more  significant  long-term  question. 
How  well  does  the  key  pharmaceutical  statute,  the  Drug  Price 
Competition  and  Patent  Term  Restoration  Act,  function  almost  12 
years  after  enactment?  As  the  author  of  that  act,  I  think  it  has 
been  an  excellent  piece  of  legislation  and  has  done  a  lot  of  good 
through  the  years,  but  now  we  need  to  examine  it  to  see  if  there 
is  any  fine  tuning  that  needs  to  occur.  At  that  hearing,  we  will 
begin  to  assess  how  the  many  changes  that  have  occurred  in  the 
highly  competitive  pharmaceutical  marketplace  over  the  last  dec- 
ade affect  the  operation  of  that  statute. 

As  this  country  continues  its  necessary  debate  on  balancing  the 
budget,  economic  pressures  will  dictate  an  even  larger  role  for  ge- 
neric products  in  the  ever  changing,  cost-conscious  health  care 
marketplace. 

The  only  way  America  will  retain  its  leadership  role  in  the  bio- 
medical sciences  is  for  our  patent  and  drug  regulation  to  encour- 
age, not  inhibit,  the  rapid  progress  of  this  scientific  revolution. 
Strong  patent  protection  is  necessary  to  attract  the  enormous  fi- 
nancial and  scientific  resources  necessary  to  develop  and  test  diag- 
nostic and  therapeutic  products. 


A  good  example  of  the  promise  that  contemporary  science  holds 
forth  is  the  recent  identification  of  a  gene  that  causes  breast  cancer 
in  some  women.  Identification  of  the  BRCA  1  gene  emerged  from 
the  joint  enterprise  of  the  NIH,  the  University  of  Utah,  and  a  start- 
up Salt  Lake  City  biotechnology  firm,  Myriad.  I  visited  them  not 
too  long  ago  and  I  was  really  amazed  at  what  they  are  doing. 

This  morning,  the  committee  will  hear  testimony  from  several 
perspectives.  We  will  hear  from  the  United  States  Trade  Rep- 
resentative, Mickey  Kantor,  and  former  Trade  Representative  Bill 
Brock,  two  of  the  experts  who  negotiated  GATT  for  the  United 
States. 

The  GATT  treaty  negotiations  were  exceedingly  detailed  and  took 
place  over  many  administrations.  One  of  the  leading  benefits  of 
GATT  was  an  increased  international  protection  for  American  in- 
tellectual property.  By  going  to  a  20-year-from-filing  patent  term  at 
the  request  of  our  trading  partners,  the  United  States  was  able  to 
get  significant  improvements  in  patent  protection  for  our  products 
throughout  the  world.  The  increase  in  patent  protection  was  very, 
very  important. 

Gerald  Mossinghoff  will  be  one  of  our  witnesses  today  and  he  is 
president  of  the  Pharmaceutical  Research  and  Manufacturers  of 
America.  In  addition,  we  have  Mr.  Robert  Gunter,  who  has  been  se- 
lected by  the  three  generic  drug  trade  organizations  to  present  tes- 
timony today  from  the  generic  drug  industry  viewpoint.  We  will 
also  hear  from  Judith  Simpson,  President  of  the  United  Patients' 
Association  for  Pulmonary  Hypertension. 

The  final  issue  that  we  are  going  to  examine  today  is  whether 
reduction  of  vested  patent  terms  would  trigger  the  Fifth  Amend- 
ment Takings  Clause  and  require  payment  of  just  compensation  by 
the  U.S.  Treasury.  I  think  that  that  is  a  serious  question  and  the 
testimony  of  Mr.  Charles  Cooper,  a  former  Assistant  Attorney  Gen- 
eral who  accompanies  Mr.  Mossinghoff  today  will  be  very  enlight- 
ening on  this  subject. 

Let  me  just  say  that  there  are  a  lot  of  other  things  I  have  to  say 
here,  but  I  see  a  number  of  my  colleagues  who  would  like  to  speak 
and  our  time  is  short.  I  will  just  put  the  rest  of  my  statement  in 
the  record. 

[The  prepared  statement  of  Chairman  Hatch  follows:] 

Prepared  Statement  of  Senator  Orrin  G.  Hatch 

Good  morning. 

This  is  the  first  of  two  important  hearings  on  pharmaceutical  patent  issues. 

Today,  the  Committee  will  examine  the  complex  interrelationship  between  the  in- 
tellectual property  provisions  of  the  GATT  Treaty  implementing  law  and  food  and 
drug  law. 

These  laws  have  profound  implications  for  the  U.S.  consumer  because  it  is  the 
public  health — in  the  most  literal  sense — that  benefits  from  the  delicately-crafted 
statutory  balance  between  incentives  for  the  creation  of  new  breakthrough  drugs 
and  production  of  lower  cost  generic  copies. 

Both  the  pioneer  and  generic  segments  of  the  pharmaceutical  industry  play  impor- 
tant and  valuable  roles  in  our  health  care  system. 

At  times,  there  is  an  unavoidable,  inherent  tension  between  them — as  I  am  siire 
will  be  apparent  during  our  hearings  over  the  next  two  weeks.  But  that  competitive 
tension  can  be  healthy  in  maintaining  a  balanced  system  that  brings  both  innova- 
tive drugs  and  lower-cost  generics  to  the  patient's  bedside. 

Our  hearing  this  morning  honors  a  commitment  I  made  to  Senator  Pryor  and  oth- 
ers during  floor  consideration  last  December. 


I  want  to  recognize  the  active  interest  and  leadership  shown  by  Senators  on  both 
sides  of  the  aisle  and  on  both  sides  of  the  issue  as  we  see  from  our  participation 
here  today. 

I  would  also  like  to  note  that  we  have  several  statements  which  will  be  inserted 
in  the  record,  including  testimony  from  Dr.  C.  Everett  Koop  and  Sen.  Chris  Dodd, 
both  of  who  wished  to  appear  today  and  testify  in  opposition  to  proposed  changes 
in  the  law. 

Next  week,  the  Committee  will  begin  to  consider  a  more  general,  and  perhaps 
more  significant,  long-term  question;  how  well  does  a  key  pharmaceutical  statute, 
the  Drug  Price  Competition  and  Patent  Term  Restoration  Act,  ftinction  almost  12 
years  after  enactment?  At  the  hearing,  we  will  begin  to  assess  how  the  many 
changes  that  have  occurred  in  the  highly  competitive  pharmaceutical  marketplace 
over  the  last  decade  affect  the  operation  of  the  statute. 

As  this  country  continues  its  necessary  debate  on  balancing  the  budget,  economic 
pressures  will  dictate  an  even  larger  role  for  generic  products  in  the  ever-changing, 
cost-conscious  health  care  marketplace. 

The  only  way  America  will  retain  its  leadership  role  in  the  biomedical  sciences 
is  for  our  patent  and  drug  regulation  to  encourage — not  inhibit — the  rapid  progress 
of  this  scientific  revolution.  Strong  patent  protection  is  necessary  to  attract  tne  enor- 
mous financial  and  scientific  resources  necessary  to  develop  and  test  diagnostic  and 
therapeutic  products. 

A  good  example  of  the  promise  that  contemporary  science  holds  forth  is  the  recent 
identification  of  a  gene  that  causes  breast  cancer  in  some  women.  Identification  of 
the  "BRCA  1"  gene  emerged  from  the  joint  enterprise  of  NIH,  the  University  of 
Utah  and  a  start-up  Salt  Lake  City  biotechnology  firm,  Myriad. 

This  morning  the  Committee  will  hear  testimony  from  several  perspectives. 

We  will  hear  from  the  United  States  Trade  Representative,  Mickey  Kantor,  and 
former  Trade  Representative  Bill  Brock,  two  of  the  experts  who  negotiated  GATT 
for  the  U.S. 

The  GATT  Treaty  negotiations  were  exceedingly  detailed  and  took  place  over 
many  administrations;  one  of  the  leading  benefits  of  GATT  was  increased  inter- 
national protection  for  American  intellectual  property. 

By  going  to  a  20-year-from-filing  patent  term,  at  the  request  of  our  trading  part- 
ners, the  United  States  was  able  to  get  significant  improvements  in  patent  protec- 
tion for  our  products  throughout  the  world.  The  increase  in  patent  term  for  domestic 
products  was  a  necessary  consequence. 

We  will  also  hear  today  from  the  Chairman  of  the  Generic  Drug  Equity  Drug  Coa- 
Ution,  Dr.  James  Firman,  who  represents  a  coalition  of  some  20  consumer-related 
entities  and  several  generic  drug  firms.  Also  testifying  is  Gerald  Mossinghoff,  who 
not  only  is  President  of  the  Pharmaceutical  Research  and  Manufacturers  of  Amer- 
ica, but  is  also  former  Commissioner  of  Patents  and  Trademarks. 

In  addition,  we  will  receive  the  testimony  of  Mr.  Robert  Gunter,  who  has  been 
selected  by  the  three  generic  drug  trade  organizations  to  present  testimony  today 
from  the  generic  drug  industry  viewpoint,  and  from  Judith  Simpson,  President  of 
the  United  Patients'  Association  for  Pulmonairy  H3T)ertension. 

The  final  issue  we  will  examine  today  is  whether  a  reduction  of  vested  patent 
terms  would  trigger  the  Fifth  Amendment  Takings  Clause  and  require  payment  of 
just  compensation  by  the  U.S.  Treasury.  I  think  that  this  is  a  serious  question,  and 
the  testimony  of  Mr.  Charles  Cooper,  a  former  assistant  attorney  general,  who  ac- 
companies Mr.  Mossinghoff  today,  will  be  very  enlightening  on  this  subject. 

As  I  near  the  end  of  my  remarks,  I  want  to  take  the  opportunity  to  set  the  record 
straight  on  3  key  points: 

(1)  To  say  there  was  an  "unintended"  and  "technical  oversight"  which  resulted  in 
a  "windfall"  to  the  innovator  companies  at  the  expense  of  consumers  and  the  generic 
industry  is  a  vast  over-simplification. 

In  fact,  it  is  more  than  an  over-simplification,  it  is  wrong. 

The  fact  is  that  the  GATT  legislation  resulted  in  extended  patent  life  for  ALL  in- 
dustries, including  pharmaceuticals. 

As  one  U.S.  District  Court  has  characterized  the  claims  of  the  generic  drug  indus- 
try, "This  was  no  more  a  windfall  *  *  *  than  the  windfall  which  benefitted  many 
patent  holders  when  the  17-year  term  of  patent  holders  was  extended  to  20  years." 

In  other  words,  any  law  which  draws  a  new  bright  line,  such  as  the  GATT  provi- 
sion creates  winners  and  losers  by  definition:  Congress  set  that  bright  line  when  it 
approved  GATT. 

(2)  To  say  that  the  law  is  unclear  is  also  incorrect.  I  think  it  is  fair  to  state  that 
both  sides  acknowledge  the  law — complicated  though  it  is — can  only  be  read  one 
way.  Generic  manufacturers  who  wish  to  market  products  affected  by  GATT  will 
have  to  wait  until  the  revised  patent  terms  expire.  The  Administration  has  admitted 


this  in  a  letter  from  the  FDA.  And  the  Federal  Circuit  has  twice  upheld  this  posi- 
tion. 

As  the  Federal  Circuit  found  in  the  case  of  Bristol-Myers  Squibb  v.  Royce  Labs: 

"The  statutory  scheme  does  not  seem  [as  the  generic  manufacturer  argues] 

*  *  *  'If  normally  you  would  infringe,  you  do  not  infringe  during  the  delta  period.' 

"Rather,  it  says,  'If  normally  you  would  infringe,  you  also  infringe  during  the 

delta  period.'" 

(3)  And  finally,  we  need  to  repudiate  the  red  herring  myth  of  this  debate — the  eq- 
uitable remuneration  argument.  Generics  argue  that  only  the  drug  industry  is  ex- 
cluded from  using  the  equitable  remuneration  principle  to  recoup  their  "substantial 
investment"  in  these  patented  pharmaceuticals.  This  argument  is  infirm. 

Frankly,  I  am  unaware  of  any  case  in  which  anyone,  from  any  industry,  has  used 
the  equitable  remuneration  tool. 

In  fact,  one  of  the  lawyers  for  the  generic  drug  industry  has  argued  to  the  Su- 
preme Court  that  no  industry  other  than  generic  drugs  has  emerged  as  being  poten- 
tially affected  by  the  equitable  remuneration  system. 

This  is  a  major  revelation  in  our  debate. 

For,  if  it  is  true  that  the  equitable  remuneration  tool  is  broken,  doesn't  work  and 
hasn't  benefitted  anyone  at  all — then  I  see  no  need  to  "level  a  field"  which  doesn't 
even  exist. 

On  the  contrary,  it  may  appear  that  the  generic  industry  feels  this  was  a  tool  cre- 
ated especially  for  them — ironic  in  light  of  their  assertion  that  the  "problem"  is  cre- 
ated by  an  "oversight". 

As  I  close  my  remarks,  I  want  to  note  for  the  record  that  the  Administration  re- 
quested that  the  USTR  testify.  I  think  an  equally  strong  case  could  be  made,  or  per- 
haps an  even  better  case,  for  a  witness  from  the  PTO,  NIH,  or  the  FDA. 

Finally,  the  framers  of  the  Constitution  guaranteed  patent  rights  precisely  be- 
cause they  recognized  what  we  are  discussing  today,  that  we  have  to  provide  incen- 
tives to  develop  new  products. 

It  is  obviously  true  that  limiting  patent  life  can  save  consumers  money  on  a  prod- 
uct. If  that  argument  were  taken  to  its  logical  conclusion,  however,  that  there  would 
be  no  patents  at  all,  there  would  no  investment  in  R&D  at  all,  and  there  would  be 
no  innovator  drugs  for  the  generics  to  copy. 

Again,  it  all  comes  down  to  a  balance. 

I  have  committed  to  hold  a  markup  on  pharmaceutical  patent  issues  in  March, 
and  at  that  time  I  hope  we  will  all  be  working  in  the  best  interests  of  the  American 
public,  which  is  to  set  that  balance  appropriately. 

The  Chairman.  Let  me  turn  to,  if  you  will  represent  the  major- 
ity, Senator  Kennedy. 

Senator  Kennedy.  The  majority?  I  wish  I  did.  [Laughter.] 

The  Chairman.  I  am  so  used  to  being  told  what  to  do  by  Senator 
Kennedy. 

Senator  Kennedy.  That  is  not  true. 

Senator  Leahy.  There  is  always  hope,  Mr.  Chairman. 

The  Chairman.  I  just  wanted  to  have  you  all  feel  good  this  morn- 
ing. 

STATEMENT  OF  HON.  EDWARD  M.  KENNEDY,  A  U.S.  SENATOR 
FROM  THE  STATE  OF  MASSACHUSETTS 

Senator  Kennedy.  I  want  tq  first  acknowledge  Senator  Hatch's 
both  interest  in  the  whole  issue  of  patent  and  patent  extension, 
and  the  orphan  drug  legislation,  and  he  brings  a  real  expertise  to 
this  issue.  I  think  all  of  us  both  on  this  committee  and  in  the  Sen- 
ate will  benefit  from  these  hearings. 

I  want  to  welcome  our  colleagues.  Senator  Faircloth,  Senator 
Chafee,  Senator  Pryor,  and  welcome  the  fact  that  we  are  having 
this  open  hearing.  As  I  understand  those  that  have  expressed  the 
opinion  on  this  issue  about  the  failure  of  the  technical  application 
of  legislation  and  changing,  the  FDA  had  made  an  attempt  to  bring 
this  up  in  the  Finance  Committee  and  were  unable  to  do  so.  They 
then  tried  to  do  it  as  part  of  the  budget  reconciliation  so  that  we 
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would  have  an  opportunity  to  address  this  on  the  floor  and  were 
unable  to  do  so,  and  then  had  to  move  ahead  as  an  amendment  on 
the  partial  birth  abortion  issue. 

We  find  that  now  we  are  having  the  kind  of  open  hearing  on  this 
issue  which  I  think  it  richly  deserves.  So  I  want  to  congratulate 
Senator  Pryor  and  Senator  Chafee  in  particular  for  their  persever- 
ance, making  sure  that  we  did  have  the  opportunity  to  examine 
this  in  the  way  that  we  will  during  the  course  of  today  and  also 
next  week. 

Today,  the  committee  will  hear  the  testimony  about  the  applica- 
bility of  GATT  to  the  U.S.  pharmaceutical  patents.  We  are  not  here 
today  because  the  issue  is  complicated.  We  are  here  to  determine 
whether  a  handful  of  large  drug  companies  should  reap  billions  of 
undeserved  dollars  from  American  consumers  because  of  a  mistake 
made  in  Congress. 

In  1994,  the  United  States  conformed  its  patent  laws  with  other 
GATT  member  nations  and  this  country  agreed  a  patent  term 
would  extend  for  the  20  years  from  the  date  on  which  the  patent 
application  was  filed.  The  1994  act  changed  the  existing  law,  which 
granted  a  patent  for  17  years  from  the  date  it  was  issued.  For  pat- 
ents filed  before  June  8,  1995,  it  was  agreed  the  term  would  be  the 
longer  of  20  years  from  the  date  of  filing  or  17  years  from  the  date 
of  issue. 

Congress  recognized  the  extension  of  patent  terms  under  GATT 
would  have  an  adverse  effect  on  some  firms  that  have  been  acting 
in  good  faith  and  were  preparing  to  market  products  based  on  the 
expiration  date  of  patents  held  by  their  competitors.  It  has  been  an 
issue  constantly  when  we  are  trying  to  work  out  different  time 
frames  on  the  issues  of  patents,  and  this  is  a  serious  issue. 

Under  the  legislation  implementing  GATT,  Congress  dealt  with 
the  problem  by  permitting  firms  to  market  their  product  on  the 
pre-GATT  expiration  date  if  they  had  made  a  substantial  invest- 
ment or  commenced  product  activity  before  June  8,  1995.  The  com- 
petitor must,  however,  pay  the  patent  holder  a  fair  price. 

Unfortunately,  a  mistake  was  made,  and  although  laws  affecting 
other  industries  were  modified  to  affect  the  compromise,  it  is  very 
clear  that  in  terms  of  other  generic  types  of  products,  a  range  of 
different  issues,  that  they  were  so  included.  I  think  we  will  hear 
more  about  that  from  Mr.  Kantor  later  on.  Congress  failed  to 
amend  the  relevant  FDA  laws  to  include  the  compromise  and  as  a 
result  the  generic  drug  companies  who  had  planned  to  market 
products  in  reliance  on  the  old  law  were  left  out  and  were  pre- 
vented from  taking  their  products  to  market  as  they  had  planned. 

This  mistake  is  a  costly  one.  Generic  drugs  are  much  cheaper 
than  brand  name  pharmaceuticals,  often  40  to  85  percent.  As  a  re- 
sult, some  pharmaceutical  manufacturers  will  reap  billions  of  dol- 
lars in  undeserved  profits  and  consumers  will  pay  the  billions  of 
dollars  in  higher  prices. 

The  Government  will  pay  more,  too.  The  CBO  estimates  that  this 
unintended  loophole  will  cost  Medicaid  $150  billion,  the  Veterans 
Health  Administration  $211  million,  the  Public  Health  Service  and 
Indian  Health  Service  $15  million. 

So  the  legislation  proposed  by  Senator  Pryor,  Senator  Chafee, 
and  others  will  correct  the  mistake  and  end  this  injustice.  The  bill 


is  supported  by  numerous  private  organizations,  by  the  U.S.  Trade 
Representative,  the  Food  and  Drug  Administration,  Patent  and 
Trademark  Office. 

So  why  is  there  any  controversy  at  all?  Because  Glaxo  and  a 
handful  of  other  giant  pharmaceutical  firms  who  reap  billions  of 
dollars  from  this  windfall  are  waging  an  all-out  battle  to  block  ac- 
tion by  Congress  to  correct  the  mistake.  Every  day  the  loophole  re- 
mains open,  American  consumers  pay  higher  costs. 

Senator  Pryor  deserves  great  credit  for  persisting  in  raising  this 
issue.  Congress  should  stand  up  to  Glaxo  and  do  the  right  thing 
and  do  it  now. 

Thank  you,  Mr.  Chairman. 

The  Chairman.  Thank  you.  Senator  Kennedy. 

If  I  could  ask  the  indulgence  of  Senator  Chafee  and  Senator 
Pryor,  Senator  Faircloth  informed  us  he  needs  to  leave  right  away, 
if  I  could  let  him  go  first. 

Senator  Pryor.  We  understand. 

Senator  Leahy.  Mr.  Chairman,  I  would  just  ask  permission  to 
put  a  full  statement  in  the  record 

The  Chairman.  Of  course. 

Senator  Leahy  [continuing].  Where  I  praise  you  and  all  the  good 
things  you  cosponsored  with  me  and  point  out  this  is  only  an  aber- 
ration that  you  oppose  this  good  legislation  of  Senator  Pryor's,  and 
then  I  go  on  to  praise  him. 

The  Chairman.  He  points  out  the  wicked  things  that  I  do,  too. 

[The  prepared  statement  of  Senator  Leahy  follows:] 

Prepared  Statement  of  Senator  Patrick  Leahy 

I  have  worked  for  many  years  trying  to  keep  prescription  drugs  affordable  for 
Americans.  High  prices  for  prescription  drugs  force  some  elderly  and  low-income 
Vermonters  to  choose  between  buying  food  or  fiiel  for  heat  and  paying  for  their 
medication.  As  part  of  this  continuing  effort,  I  joined  Senator  Pryor  as  a  cosponsor 
and  voted  with  him  last  year  on  this  matter  on  the  Senate  floor. 

Chairman  Hatch  successfully  led  the  opposition  to  our  amendment  last  year  and 
during  Senate  consideration  offered  to  hold  this  hearing.  I  commend  him  for  follow- 
ing through  by  convening  this  hearing  this  morning.  I  respect  the  significant  exper- 
tise that  the  Chairman  has  on  these  issues. 

He  and  I  share  a  strong  appreciation  for  the  importance  of  intellectual  property 
protection  provided  by  our  patent,  copyright  and  trademark  laws.  Together  we  intro- 
duced the  Nil  Copyright  Protection  Act,  S.  1284,  and  we  are  working  together  to 
enact  the  Anti-Counterfeiting  and  Consumer  Protection  Act,  S.  1136.  I  am  especially 
pleased  that  the  Chairman  also  recently  endorsed  provisions  contained  in  the  Crimi- 
nal Copyright  Improvement  Act,  S.  1122,  which  I  introduced  last  August.  We 
worked  together  to  enact  the  Trademark  Dilution  Act  last  session  and  continue  to 
cooperate  on  patent  legislation. 

I  know  that  his  position  on  this  matter  is  also  one  that  derives  from  his  strong 
commitment  to  intellectual  property  protection  and  to  his  belief  that  preservation 
of  the  patent  extension  allowed  by  the  GATT  implementation  legislation  will  inure 
to  the  benefit  of  the  public  by  financing  additional  research  and  the  development 
of  additional  pharmaceutical  products. 

I  look  forward  to  hearing  from  the  witnesses  that  the  Committee  has  assembled 
for  this  hearing.  Our  concern  is  that  the  GATT  implementing  legislation,  considered 
and  approved  by  fast  track  procedures  and  without  any  opportunity  for  amendment, 
resulted  in  a  handful  of  drug  companies  receiving  a  windfall  of  as  much  as  $6  billion 
at  the  expense  of  seniors,  the  poor,  consumers  and  taxpayers.  This  bill  would  allow 
generic  drug  companies  to  sell  some  of  the  world's  most  frequently  prescribed  drugs 
at  half  their  current  prices. 

Here  is  an  opportunity  for  Congress  to  lower  out-of-pocket  health  care  costs.  It 
is  an  opportunity  that  comes  at  a  time  when  Congress  is  discussing  multi-biUion 
dollar  cuts  in  Medicare  and  Medicaid  that  will  increase  health  care  costs  for  seniors 
and  low-income  Americans. 
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Today,  seniors  who  rely  on  Medicare  for  their  health  insurance  do  not  receive  as- 
sistance for  the  cost  of  prescription  drugs.  Even  if  a  senior  also  has  private  health 
insurance,  there  is  no  guarantee  that  it  will  cover  prescription  drug  bills.  Seniors 
on  fixed  incomes  depend  on  money  saving  generic  drugs.  Seniors  need  the  savings 
on  prescription  drugs  now  more  than  ever — so  do  the  over  40  million  Americans 
with  no  health  insurance  whatsoever. 

Prescription  drugs  and  the  research  devoted  to  developing  new  drugs  are  vital  to 
meet  our  health  care  needs.  While  the  manufacturers  that  take  risks  and  invest  in 
the  development  of  new  drugs  have  a  right  to  a  fair  return  on  their  research  invest- 
ment, we  must  not  allow  inflated  prices  to  jeopardize  consumer  access  to  these 
drugs.  There  must  be  a  balance. 

When  these  drugs  were  developed,  the  balance  was  struck.  In  my  view,  there  was 
no  justification  to  readjust  that  balance  to  extend  the  patents  in  these  drugs.  Under 
our  legislation,  the  companies  that  developed  these  drugs  still  would  have  more 
than  the  17-vear  protection  that  they  expected  when  they  researched,  developed  and 
introduced  their  products.  They  will  continue  to  receive  royalties  from  the  generic 
companies  who  market  competing  prescription  drug  products.  Some  estimate  that 
drug  firms  are  benefitting  at  a  clip  of  almost  $6  million  each  day  that  the  GATT 
patent  extension  for  these  drugs  remains  in  effect. 

If  the  GATT  drug  patent  extension  is  revisited,  Medicaid  may  save  $150  million 
over  five  years  and  consumers  may  save  as  much  as  $2  billion.  In  Vermont  alone, 
the  savings  in  Medicaid  are  estimated  to  be  almost  $1  million.  Just  last  week  it  was 
reported  that  Vermont's  Medicaid  program  paid  over  $1  million  for  Zantac  alone, 
in  order  to  fill  22,168  prescriptions  in  the  15-month  period  ending  in  July  1995.  Ver- 
mont consumers  are  expected  to  save  as  much  as  $6.8  million  in  prescription  drug 
costs  if  this  legislation  were  adopted. 

We  in  Congress  have  a  responsibility  to  protect  consumers.  Accordingly,  while  I 
will  consider  with  interest  the  record  created  by  this  hearing  today,  I  urge  my  col- 
leagues to  support  the  Prescription  Drug  Equity  Act  and  pass  this  legislation  with- 
out delay. 

The  Chairman.  If  it  is  all  right  with  you  two  senior  Senators,  we 
will  turn  to  Senator  Faircloth  and  take  his  statement  first,  and 
then  we  will  turn  to  Senator  Chafee  and  then  Senator  Pryor.  We 
welcome  you  to  the  committee.  We  are  interested  in  what  you  have 
to  say. 

STATEMENT  OF  HON.  LAUCH  FAIRCLOTH,  A  U.S.  SENATOR 
FROM  THE  STATE  OF  NORTH  CAROLINA 

Senator  Faircloth.  Thank  you,  Mr.  Chairman,  and  thank  you 
for  the  opportunity  to  appear  before  the  committee  today.  I  promise 
you  my  remarks  will  be  brief  regarding  the  pharmaceutical  patent 
issue.  I  thank  you.  Senators  Pryor  and  Chafee,  for  letting  me  go 
first  this  morning. 

To  begin  with,  Mr.  Chairman,  I  want  to  commend  you  for  holding 
this  hearing.  Since  last  August  when  Senator  Pryor  introduced  his 
bill,  S.  1191,  I  have  maintained  that  hearings  before  this  commit- 
tee were  necessary  to  properly  study  the  extremely  complex  issues 
involving  the  Hatch- Waxman  generic  drug  legislation  and  GATT.  I 
am  confident  this  committee  and  the  chairman  will  work  toward 
finding  the  appropriate  solution. 

Your  actions  and  the  actions  we  take  will  have  a  profound  impact 
not  only  on  the  pharmaceutical  industry  nationwide  but  particu- 
larly in  North  Carolina.  North  Carolina,  these  things  vary  at  times, 
but  at  one  point,  we  were  the  largest  manufacturer  of  pharma- 
ceutical drugs  in  the  country.  Under  a  Secretary  of  Commerce  I 
will  not  name,  we  had  nine  of  the  major  worldwide  pharmaceutical 
manufacturers  who  had  one  or  more  plants  in  North  Carolina.  Of 
the  ten  largest  pharmaceutical  manufacturers  in  the  world,  nine  of 
them  had  one  or  more  plants  within  the  State.  And,  of  course, 
Glaxo  is  one  of  them,  and  Zantac,  which  has  become  the  primary 
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focus  of  attention  in  this  debate,  is  manufactured  in  North  Caro- 
lina. 

In  North  CaroUna,  we  are  well  aware  of  the  importance  of  phar- 
maceutical research.  At  our  Research  Triangle  Park,  some  of  the 
major  research  in  the  nation  in  pharmaceuticals  have  happened 
there,  and  we  are  proud  of  the  breakthroughs  and  what  has  hap- 
pened there.  So  naturally,  we  are  concerned  about  any  effort  which 
would  jeopardize  the  incentives  for  investing  in  this  vital  and  very, 
very  expensive  research. 

As  I  am  not  an  expert  on  the  subject  of  Hatch-Waxman  and 
GATT,  I  do  not  appear  before  you  today  advocating  a  particular  so- 
lution. Rather,  I  would  like  to  take  this  opportunity  to  pose  a  few 
questions  which  I  hope  the  committee  members  will  keep  in  mind 
as  you  move  toward  a  solution. 

First,  the  Hatch-Waxman  legislation  gave  generic  drug  compa- 
nies an  advantage  possessed  by  no  other  industry.  Generic  drug 
manufacturers  have  an  advantage  that  no  other  industry  has.  They 
are  allowed  to  test  and  produce  before  a  patent  expires.  I  ask  the 
committee  to  examine  whether  further  compromise  in  our  patent 
protection  laws  will  undermine  the  incentive  and  the  ability  of 
pharmaceuticals  to  continue  to  do  research. 

Second,  this  entire  dispute  seems  to  center  around  the  meaning 
of  the  TRIPS  grandfather  provision.  I  ask  the  committee  to  care- 
fully examine  exactly  what  activity  is  being  grandfathered  under 
the  TRIPS  agreement.  There  is  a  question  about  the  marketing  of 
generic  drugs  which  were  not  already  on  the  market  when  Con- 
gress passed  the  implementing  legislation. 

Third,  I  ask  the  committee  not  to  be  distracted  by  claims  of  legis- 
lative intent  offered  by  the  legislative  branch  with  regard  to  GATT. 
Congressional  intent  is  what  matters  here — Congressional  intent. 

During  the  last  Congress,  it  was  this  committee  which  held  hear- 
ings on  the  intellectual  property  aspect  of  GATT.  As  Congress  re- 
visits this  issue  now,  I  would  ask  you  to  determine  the  best  policy 
for  protecting  the  incentives  for  investing  in  pharmaceutical  re- 
search. 

Further,  I  ask  that  the  committee  consider  a  question  of  fairness. 
I  ask  the  committee  to  consider  that  Zantac  received  FDA  approval 
before  the  passage  of  the  Hatch-Waxman  legislation.  Therefore, 
Zantac  did  not  receive  any  of  the  benefits  of  that  legislation.  In 
contrast,  the  generic  pharmaceutical  industry  has  received  all  of 
the  benefits  of  the  Hatch-Waxman  with  regard  to  Zantac,  including 
the  free  use  of  Glaxo's  health  and  safety  data.  I  ask  the  committee 
to  consider  whether  this  is  fair. 

Mr.  Chairman,  I  would  like  to  submit  for  inclusion  in  the  record 
a  copy  of  my  statement  from  December  18,  1995,  in  the  Congres- 
sional Record.  That  statement  provides  information  on  the  impact 
of  GATT  patent  extensions  on  the  availability  of  generic  Zantac. 

The  Chairman.  Without  objection,  we  will  put  it  in  the  record. 

[The  statement  of  Senator  Faircloth  follows:] 

Prepared  Statement  of  Senator  Laugh  Faircloth 

To  begin,  Mr.  Chairman,  I  commend  you  for  holding  this  hearing.  Since  last  Au- 
gust when  Senator  Pryor  introduced  his  bill,  S.  1191,  I  have  maintained  that  hear- 
ings by  this  committee  were  necessary  to  properly  study  this  extremely  complex 
issue,  involving  the  "Hatch-Waxman"  generic  drug  legislation  and  GATT.  I  am  con- 
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fident  that  this  committee  and  the  Chairman  will  work  toward  finding  the  appro- 
priate solution. 

Yovir  actions  will  have  a  profound  impact  not  only  on  the  pharmaceutical  industry 
nationwide,  but  particularly  on  North  CaroUna  which  is  fortunate  to  have  a  large 
and  thriving  research  pharmaceutical  sector,  employing  20,000  people  at  a  dozen 
major  companies.  As  everyone  here  knows,  Zantac — which  has  become  the  primary 
focus  of  attention  in  this  debate — is  manufactured  by  Glaxo  which  has  a  long  and 
distinguished  record  in  my  home  state.  In  North  CaroUna,  we  are  well  aware  of  the 
importance  of  pharmaceutical  research.  We  are  proud  of  the  breakthrough  products 
developed  and  manufactured  in  our  state.  And,  we  are  concerned  about  any  efforts 
which  would  jeopardize  the  incentives  for  investing  in  this  vital  and  costly  research. 

As  I  am  an  expert  on  the  subjects  of  Hatch-Waxman  and  GATT,  I  do  not  appear 
before  you  today  advocating  a  particular  solution.  Rather,  I  would  Like  to  take  this 
opportunity  to  pose  a  few  questions  which  I  hope  that  committee  members  will  keep 
in  mind  as  you  work  toward  finding  a  solution. 

First,  the  Hatch-Waxman  legislation  gave  generic  drug  companies  an  advantage 
possessed  by  no  other  industry.  The  so-called  "Bolar  exemption"  allows  generic  drug 
manufacturers  to  test  and  produce  products  before  a  patent  expires.  I  ask  that  the 
committee  examine  whether  ftirther  exemptions  and  compromises  in  patent  protec- 
tion laws  will  undermine  the  incentive  to  invest  in  pharmaceutical  research.  In  at- 
tempting to  address  an  issue  arising  under  GATT,  I  am  very  concerned  that  we  do 
not  seriously  damage  our  intellectual  property  laws  which  are  essential  to  the  devel- 
opment of  new  drugs. 

Second,  this  entire  dispute  seems  to  center  around  the  meaning  of  the  "grand-fa- 
ther" provision  contained  in  the  Agreement  on  Trade-Related  Aspects  of  Intellectual 
Property  Rights — otherwise  known  as  the  TRIPS  Agreement.  I  ask  that  the  commit- 
tee carefully  examine  and  determine  exactly  what  activity  is  being  grand-fathered. 
The  provision  states  that  a  remedy  may  be  provided  as  to  the  "continued  perform- 
ance" of  such  actions  which  were  happening  before  the  adoption  of  implementing 
legislation.  In  other  words,  it  appears  that  the  TRIPS  Agreement  does  not  author- 
ize, as  a  remedy,  the  marketing  of  generic  drugs  which  were  not  already  on  the  mar- 
ket when  Congress  passed  the  implementing  legislation. 

Third,  I  ask  the  committee  not  be  distracted  by  claims  of  legislative  intent  offered 
by  the  Executive  Branch  with  regard  to  GATT.  Congressional  intent  is  what  matters 
here.  During  the  last  Congress,  it  was  this  committee  which  held  hearings  on  the 
intellectual  property  aspects  of  the  implementing  legislation.  As  Congress  revisits 
this  issue  now,  I  would  ask  that  you  determine  the  best  policy  for  protecting  intel- 
lectual property,  the  incentive  for  pharmaceutical  research  and  our  international 
treaty  obligations. 

Fourth,  I  ask  that  the  Committee  consider  a  basic  question  of  fairness.  I  ask  that 
the  Committee  consider  that  Zantac  received  FDA  approval  before  the  passage  of 
the  Hatch-Waxman  legislation.  Therefore,  Zantac  did  not  receive  any  of  the  benefits 
of  that  legislation,  such  as  a  patent  extension  or  additional  market  exclusivity.  In 
contrast,  the  generic  pharmaceutical  industry  has  received  all  of  the  benefits  of 
Hatch-Waxman  with  regard  to  Zantac,  including  free  use  of  Glaxo's  health  and  safe- 
ty data.  I  ask  the  Committee  to  consider  whether  it  is  fair  to  allow  generic  forms 
of  Zantac  to  go  on  the  market  before  its  patent  expires  without  providing  some  com- 
pensation or  other  remedy  to  Glaxo. 

Mr.  Chairman,  again  I  thank  you  for  allowing  me  to  be  here  today. 

BACKGROUND  ON  GATT  PHARMACEUTICAL  PATENT  EXTENSIONS 

Hatch-Waxman  Act 

In  1984,  Congress  enacted  the  Hatch-Waxman  law  to  allow  generic  drugs  to  get 
to  market  faster.  It  allows  generic  companies  to  rely  on  safety  and  effectiveness  data 
of  innovator  companies  rather  than  undertaking  this  costly  and  time-consuming 
work  themselves,  estimated  to  save  generic  companies  up  to  $500  million  per  drug. 

The  Hatch-Waxman  Act  gave  the  generics  a  special  exception  from  U.S.  patent 
law.  U.S.  patent  holders  have  the  exclusive  right  to  make,  use,  or  sell  their  inven- 
tion while  the  patent  is  in  effect.  In  all  other  industries,  a  manufacturer  has  to  wait 
until  the  patent  expires  to  develop  its  competing  product.  Hatch-Waxman  allows  a 
generic  drug  company  to  do  its  testing,  development,  and  production  while  the  origi- 
nal patent  is  in  effect.  This  sanctioned  infringement  gives  them  a  jiunp-start,  allow- 
ing them  to  go  to  market  the  day  a  patent  expires. 
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GATT 

In  1994,  the  U.S.  signed  the  GATT  agreement,  changing  its  patent  laws  to  con- 
form to  a  new  global  standard  of  20  years  from  the  date  of  filing.  Prior  to  GATT, 
U.S.  patent  terms  provided  17  years  of  protection  from  the  date  of  issuance. 

Several  generic  companies  have  sought  to  get  FDA  approval  to  go  on  the  market 
based  on  transition  provisions.  The  generic  companies  claim  that  they  are  the  only 
industry  denied  the  benefit  of  these  provisions.  However,  they  are  denied  this  bene- 
fit only  if  they  take  advantage  of  the  benefits  already  granted  them  under  Hatch- 
Waxman.  They  would  be  eligible  to  take  advantage  of  the  transitional  provision  so 
long  as  they  do  not  use  the  Hatch- Waxman  benefits. 

Generic  companies  also  turned  to  the  courts  to  litigate  the  issue.  They  argued  that 
they  had  made  a  substantial  investment  and  should  be  allowed  on  the  market  if 
they  pay  equitable  remuneration.  The  U.S.  Court  of  Appeals  has  ruled  against  the 
generics  twice.  The  Appeals  Court  found  that  allowing  them  on  the  market  would 
still  violate  the  Hatch-Waxman  law. 

Policy  Concerns  With  Generics'  Position 
Fairness 
It  would  be  unfair  to  give  the  generics  another  special  advantage.  They  are  al- 
ready allowed  (1)  to  begin  work,  (2)  to  use  innovator's  data,  and  (3)  to  commence 
marketing  prior  to  patent  expiration.  Additional  benefits  would  violate  the  basic 
compromise  of  the  Hatch-Waxman  law. 

International  trade 
The  U.S.  was  the  leading  advocate  for  intellectual  property  protection  in  GATT. 
If  the  U.S.  carves  out  a  single  industry  to  deny  the  full  20  years  of  protection,  we 
will  encourage  developing  countries  to  do  the  same.  Countries  such  as  India,  Thai- 
land, Argentina,  and  Brazil  are  already  trying  to  dilute  the  patent  commitments 
they  made  under  the  GATT. 

Unconstitutional  taking  of  property 
Patents  have  traditionally  been  recognized  and  protected  by  the  American  courts 
as  property.  Reducing  vested  patent  terms  to  which  existing  patent  holders  are  cur- 
rently entitled  could  trigger  the  Fifth  Amendment  guarantee  that  the  property  hold- 
ers receive  just  compensation. 

R&D  undermined 
Due  to  the  high  costs  and  risk  associated  with  the  research  and  development  of 
new  drugs,  patents  have  allowed  us  to  attract  the  risk  capital  necessary  to  develop 
therapeutic  advances. 

Senator  Faircloth.  Mr.  Chairman,  I  thank  you  for  allowing  me 
to  be  here  today  and  I  am  sorry  I  cannot  stay  for  the  balance  of 
the  hearing.  Thank  you. 

The  Chairman.  We  thank  you  for  being  here,  Senator,  and  we 
understand.  Everybody  around  here  is  pretty  darn  busy  today,  but 
we  appreciate  you  coming.  Thank  you. 

Senator  Faircloth.  Thank  you. 

[Senator  Faircloth  submitted  the  following  materials:] 
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ttn  Mency  because  somebody  IB  waiting  for     Backoround  on  th«  Impact  or  OATT  Pat- 


December  18,  1995 


her  Soclft]  SecQiity  check  or  a  guy  le  waltlnf 
for  an  FHA  loan  and  the  agency  gives  me 
some  song  and  dance,  I  try  to  let  them  know 
I'm  not  gonna  take  any  of  their  crap,"  he 
says.  "At  times.  I  tell  them  I've^iUseusaed 
this  problem  with  the  senatcr.  Botyetlmes.  It 
leo't  true." 

A  former  Jewelry  store  owner  ^d  Chamber 
of  Commerce  honoho  from  Noi^loh.  Coon., 
Israelite  Is  Dodd's  pipell 
state's  small-bnelnees  owners/  Harry  Jack' 
son.  a  lifelong  Republican  who  Is  the  City 
Council  preeldent  In  Norwldh,  recalls  how 
dlfricnlt  It  was  to  get  a  m/etlng  with  offi 
clals   from    the    Environmental    Protection 
Agency  when  the  city  wan/ed  to  bnlld  a  new 
flrehOQSe  on  federal  1 
there  after  jast  one  phoi 
son.  who  altlmat«ly  bull^  the  flrehoose. 

THINOd  H. 


nerlo  ranitidine  hydrochloride  could  be  mar- 
keted by  any  of  these  companies 

Bven  If  the  PDA  were  not  precluded  by  the 
Hatoh/Waxman  Act  from  making  ANDAs 


BIT  BXTENSIONg  OM  POTBOTAl,  AVAILABU/- 

rrr  or  oeNEiiic  Zantac*  (RAmTnnm  ht- 

DROCHLORIDI) 

Even  If  the  U.8.  had  act  Implemented  the  feotlve  prior  to  the  eitpiratlon  of  the  full  pat 

General    Agreement  on  TarllTk  and  Trade  •»'  "mi  for  brand  name  drugs.  Beptomher 

(OATT).  based  on  the  generto  applications  !*•  's  the  earliest  date  under  the   Haloh/ 

submitted  to  date,  no  generic  form  of  Zantac  Waxman  Act  procedures  that  Form  1  generic 

could  have  been  legally  marketed  on  Decem-  ranitidine  hydrochloride  could  be  marketed 

,    .        her  5.  when  the  basic  patent  was  scheduled  to  ^y  ^°y  of  theee  companies  unless  there  Is  a 

ny  or  the    expire  prior  to  the  Implemenuuon  of  OATT.  "nal  oourt  ruling  earlier  that  the  basic  pat- 

iTv  .i./!».     B,<^„„  „,  other  outstanding  patent  Issuee  •"'  1«  Invalid  or  that  the  generic  product 

with  regard  to  Zantac.  It  Is  unclear  when  a  *«•  no'  infringe  any  Olaio  Wellcome  pat 

generic  form  of  Zantao  will  be  available,  but  "h'"- 

It  win  be  at  least  several  months  and  Is  like-  Because  a  trial  court  decision  Is  not  con- 

ly  to  be  after  September  1996.  sidered  final  If  an  appeal  Is  taksn.  It  Is  un- 

Qlaxo  Wellcome  has  two  product  patents  likely  that  a  final  court  ruling 


Stan  got  us  In  ,|fn   respect   to   ranltldla*   hydrochloride.     Prtor  to  September  1998.  In  a  prior  patent  In- 

says  Jack-  which  eUsta  IB  two  fortn:,  »e<*rt»d"to  as  form     Wngement  case  against  Novopharm  with  re- 

1  and  Porm  i.  All  of  tht  tiati^iold  by  Olaxo     'P*ot  to  the  v^ldlty  of  the  Form  ^  patent. 

etHXD.  Wellcome  worldwide  ha*  he«B  Form  L  The     Oj»  trial  court  ruled  In  Olaxo  Wellcomes 

Don  Daren  says  laraVllte  was  a  llfesaver  Is  Porm  3  product  patent  ftxplfea  oD  June  4,     t^vor   In  ^September    1993.    Novopharm    ap- 

1981,  when  a  state-bjised  paper  distributor  3002.  It  bars  the  marketing  of  generic  ver-     peaied  the  Same  month,  but  the  appeal  wnn 

was  trying  to  secure  1  1900,000  umbrella  loan  slons  of  Form  2  or  any  product  that  contains     "Ot  decided  for  19  months.  In  April  1995.  The 

from  the  Connecticut  Development  Author-  Form  2.  In  September  1993.  the  validity  of     *PPeal8  court  upheld  the  earlier  decision  In 

Ity.  Daren,  who  ow^s  the  Arrow  Paper  Sup-  the  Form  2  patent  was  upheld  In  federal  dls- 

ply  and  Food  Co.^^aye  It  was  going  to  take  it^ot  boort  against  a  challenge  by  a  generic 

forever  for  the  CpA  to  process  his  lo4n  pa-  company.  That  dMlfelo&  iraj  afTlrmed  on  ap- 

pere    so    he    oouM    buy    a    new    warehouse.  Pe»l 

"Stanley  told  tbfcm  ICDA  ofnclalsl  my  prob-  The  basic  patent  «r*<  tdhMttlM  to  expire 

lem,  and  tbingw  happened  right  away,"  says  °n  December  5,  1996,  but  wtt  aHaaftd  toy  th* 

Daren,   whose  business  has  grown   from  38  OATTlmplementlng  law  to  July  M,  tW7.  Th«     •mi«*1wiijr^"vioHrj»^'™V,^'in 'ioct'' ° 

workers  then/to  nearly  20O  today.  "He  has  haalc  patent  bars  the  marketing  of  generic     tJ^^  ?~?r,_      ■"ontocracy      in   iTOi.   a 

his  own  conaOtuency.  People  like  Stanley."  versions  of  both  Form  1  and  Form  2.  For  var-     ™".  'J'rTr      T""?.  ""  •*"-P??"J'.*   °' 

Ideally,  sajrs  veteran  Hartford  Conrant  po-  lous  reasons  It  may  be  more  dlfn 

lltlcal   colu/nnlst  Don  Noel,   senators  like  ufkctnre  Form  I  ranitidine  In  a  pure  form  In 

Dodd  would  us.  their  clout  on  Capitol  Bill  M  oommerolal  quantities  ortr  time.  Even  when 

fix    bureaucracies    and    make    tliera    mort  tlM  haalo  patmt  explnat  hftfore  a  company 


)  Welle 

WELFARE  2015 
,^       ^    .  ..^  -  .  —    ^     ^..  ^  •  **r-  MOYNIHAN.  Mr.  President,  eince 

;?^rr'jr;r°ir,„'^rSf^J?'^I     ««    P»bU0*Mon    or    Mlchael    Youn.'a 


Oreat  Britlan  In  the  year  2034 
has  not  been  so  brilliant  an  exe: 
this  format  than  Jason  DeParlb' 
fare.  End  or'  In  yesterday's  Ne 
friendly-eliminating  the  need  for    can  market  a  generic  term  1  rawtldlne,  they    Times    Magazine,    looking    1 
taxpayer-financed  ombudsmen  like  Israelite,     most  demonstAte  that  tlMl^Torm  1  product     ^i^  year  2016  It  foresees  a  so. 
But  since  that  goal  seems  unattainable,  Noel     Is  hloeqnivalent  to  ZaatM  4M  doe*  not  vlo-     ,j.-  ,y,.,  _•„'  r-n.-,  t^,.  _._, 
figures  that  Israelite  plays  a  vital  ro's.    'If    late  the  remaining  Form  I  patmt,  YT  ^  „,  .J"  dI;.  i^»     ..?    J 

The  Drug  Price  Comp*tlUon  and  Patent     rV-A  of  the  Social  Security  * 


you  have  somethlnff  you  need  the  senator  to 
do  for  you.  If  anyone  can  do  It,  Stanley  can," 
he  Mya. 

Israelite  admlta  that  he  Is  niotlvat«d  by  A 
desire  to  help  re-elect  Dodd.  But  he  adds: 


here 

Re  In 
Wrl- 
York 
from 
disas- 
tltle 
Aid  to 

ildren.   In 

Act)  provldM  expedited  procedures  for     this   the    IMth   Conffresa.    Mfr.    DeParle 
generic  dniKs  to  enter  the  market  and  for     Speculates  that  Preeldent  Clinton 

lutlon  of  outstanding  patent  Issues      look    back    apon    this    as  /one    of    the 


Tsrm  Restoration   Act  Of  19M  (HatchAVax       Families  with   Dependent 


"Part  of  what  drives  me  Is  koowlnf  that     Under  these  procedures,  a  company  seeking     neatest  regrets  of  his 


approTal  for  a  generto  drag  may  nie  an  Ab-        Mr.  President.  I  ask  v... 
brenated    Ne#    Drug    Application    (ANDA)     be  nHnt«d  In  th«  Raronn/ 
The  article  follows: 


GENERIC  ZANTAC 
•  Mr.  FAIRCLOTH.  Mr.  President,  dur- 
ing the  debate  on  an  amendment  of- 
fered by  my  colleague  ftom  Arkansas. 
Senator  PRYOR.  with  regard  to  OATT     inrringed 

patent  extensions,  there  were  represen-  ir  the  ANDA  contains  a  paragraph  m  cer- 
tatlons  made  about  the  availability  of  tlflcatton  listing  the  patent  expiration  date, 
a  generic  form  of  Zantac.  The  Senate    the    PDA   is   precluded   from   making    the 


1th  the  PDA.  The  ANDA  must  contain  one 
of  the  following  certifications  with  respect 

to  each  relevant  patent  on  the  pioneer  drug:  IProm  the  New  York  TIi 

a)  patent  Infbtmatlott  ha*  aot  been  filed  l'^-  <995 

with  the  PDA,  (ID  t&t  pAtfbt  baa  expired.  WCLrARC.  End  op— The  E; 

(in)  the  pat«nt  *111  'itt^  ^n  ft  date  tpeol-  rr«  Dbuibk  w  1905. 
ned.  or  iXV)  the  patent  1*  Invalid  or  won't  he 


Magaslne,  Dec. 


has  expressed  its  supi>ort  for  Judiciary 
Committee  hearings  on  this  Important 
issue.  The  chairman  of  that  committee 
has  committed  to  hold  a  hearing  on 
February  27.  1996. 

Some  supporters  of  the  generic  drug 
companies  claim  that  the  hearings  will 
delay  marketing  of  generic  Zaotao. 
This  Is  not  true.  In  fact,  due  to  othe^ 
outstanding  patent  issues  with  regard 
to  Zantac.  It  is  unclear  when  a  generic 
form  of  Zantac  will  be  available,  but  It 
will  be  at  least  several  months  and 
likely    to    be    after    September    1996. 


ANDA  effective  prior  to  that  date.  If  the  ge- 
neric company  seeks  to  market  a  drug  before 
the  expiration  of  any  relevant  patents,  the 
ANDA  must  contain  a  paragraph  IV  certifi- 
cation that  the  patents  are  Invalid  or  won't 
be  tnfrtnged.  and  the  generto  company  must 
notify  the  patent  owner.  Unless  the  patent 
owner  sues  for  InfrtngemAnt  Mthln  46  days 
of  being  notified,  tbff  PDA  bata  approve  the 
ANDA. 
If  the  patent  owner  Soee  Sue  within  i& 


BsquiMOBS  m  ths  Yrai 
(By  Jason 

The    following 
entry  looks  back 
erenoea  to  eventa 
real;  subsequent  de 
so  all  too  quickly 


a  That  I-fp  to 
Sthikino  Con- 
Since. 
Parle) 

encyclopedia 

the  year  3016.  Ref- 

December  1995  art* 

lopments  may  become 


For  fiO  years 
Government    i 
nically  called  Alj 
ent  Children, 
fare.    The 
grants  to  I 
part  of  a  blj 


II  I<W.  thr  UnltPd  SUtes 
social  program  tech- 
to  Families  with  Depend 
commonly  known  as  wpI- 
whlch  provided  cash 
families,  was  abolished  aa 


Elean  deal  that  reduced  Fed 

days.  PDA  cannot  tnake  the  ANDA  effective  eral  spendlngAind  transferred  power  to  stjitD 

Immediately.    To     proleot    genertos    tnm  governments/ At  the  time  of  Its  demise,  wel- 

undue  delay  during  litigation,  the  Act  pro-  fare  was  a  tAoronghly  discredited  program- 

vldes  that  the  PDA  can  make  the  ANDA  ef-  often  aoousM  of  causing  long-term  poverty 

fectlve  after  30  months  ftom  the  date  the  rather  than  helping  people  survive  It. 

Therefore,  hearings  held  In  early  1996     patent  holder  is  notified  of  the  ANDA  filing  A  handful  of  crttlcs  accurately  predicted 

will  permit  more  than  sufficient  time     or  when  there  is  a  final  court  rallng  that  the  that  ending  welfare  would  bring  rising  num- 

to    resolve    this   question    well    before     pstent  is  invalid  or  not  infringed,  whichever  bars  of  "street  families."  Just  as  the  closing 

September  1996.                                              '        """  ~*         "''  *"      "*"'  '""''        ""       ' 

Mr.  President.  I  ask  to  have  printed 
in  the  RECORD  a  detailed  background     hl«  lai^uiu'i^nS'iII'IJi"^^ 
pftper  on  the  patent  Issues  relating  to    ing  violations  of  one  or  more  patents.  Be- 
Zantac.  cause  of  the  30  month  provtslon,  the  pending 


It  earlier. 

All  ANDA  applicants  seeking  to  market 
generic  ranitidine  hydroohlorfde  prior  to  3002 


The  material  follows: 


litigation  affects  the  earliest  date  that  ge- 


of  mental  hospitals  had  produced  "street 
people"  in  the  1970's  and  Ws.  But  most  wel- 
fare abolitionists  argued  that  the  poor  would 
be  better  off  without  the  program.  They 
would  have  been  astonished  to  learn  that 
today.  In  2015.  the  program  they  reviled  as 
"welfare"  Is  often  described  nostalgically  na 
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LEHERS 

Koop  on  Phannaceuticals 

To  the  Editor 

Id  your  Food  &  Dnig  Fohcy  Boc&og  (OcL 
9X  an  article  appeared  coocexmog  patent  pro- 
tection under  (be  Genoul  AgreetDeiU  on  Tar- 
ifEs  and  Trade.  I  am  of  the  firm  belief  that  my 
action  on  the  pan  of  the  Senate  to  wcakeo  the 
tiard-fought  patent  proiectioas  of  GATT 
would  iiiq>cril  the  future  of  intellectual  prop- 
crry  rights  and  undermine  the  le&eanJi  acdv. 
hies  of  piooeehog  pharmaceutiatl  cxnnpaaies. 

The  ti^  to  claim  ideas  as  propcny  allows 
innovator  to  invest  their  time  and  money  bring- 
ing duse  ideas  to  fruitKxt  li  is  the  basis  of  our 

patiTit  <ygp!m  rtiat  Hllnwriri  Ammran  inggmilTy 

to  prosper  ihrsugbout  the  Industrial  Age.  Tod^, 
wc  air  ai  the  dawn  of  an  InfonnatioD  Age  and 
DOW.  more  than  ever,  the  rights  of  imelleoual 
proper^  holders  must  be  protected 

Consider  the  enormous  in  vestment  in  time, 
money,  and  br^unpowo'  required  to  bring  a 
sin^e  new  medicine  to  pauents:  I2year^aDd 
inore  than  S3S0  million  is  the  average  invest- 
ment Only  20  percent  of  new  compounds 
tested  in  a  laboratory  ever  find  their  way  on- 
to pharmacy  shelves.  Only  athiidofthoscever 
earns  a  return  on  the  CO  lossal  in  vestment  made 
to  discover  it. 

Though  risky  and  expensive,  this  process 
worlcs.  The  US  is  the  worid  leader  in  the  dc- 
veJopmcnt  of  innovative  new  medicines.  Pro- 
ceeds from  the  sales  of  these  medicines  sup- 
pon  the  work  and  research  invested  in  new 
successful  drugs,  as  well  as  the  thousands  of 
drugs  that  never  make  it  out  of  the  lab. 

Patent  protection  makes  that  investment  in 

research  worthwhile  —  and  possible.  Re- 

Cootinued  oo  page  26 


Letters:  Di;  Koop  Defending 
Intellectual  Property  Rights 


CoaHnued  Cram  past  4 

cenily.  patent  prtKcctioa  around  the  world  was 

strengthened  and  hanuouized  by  GATT.  wfaicfa 

propexTy  pnxcctiao  in  iD  paiticipatiiig  cxxm- 
tries.  These  changes  are  nnportant  to  cocour- 
age  the  risky,  expensive  leseardi  necessary  to 
pcDvide  new  medidnes  to  hilfill  unmet  med- 
ical rw*^S 

Now,  some  generic  drug  companies  arc 
rhallmging  GATTs  advance  in  intellectual 
propory  protection.  They  arc  urging  Congress 
to  amend  the  19S4Hatcb-WaxmanAatogive 
them  an  advantage  under  GvQT  thai  no  oth- 
er industry  enjoys. 

A  key  pcovisiGn  of  the  Hatch- Waxman  Aa 
gives  gcfiCTK  drug  cooipgmes  a  jump-start  on 
marketing  by  allowing  them  to  use  a  patented 
product  for  developcneza  and  testing  before  the 
patent  expires.  This  ^p^*"^**!  cxen^KxiD  from 
poEent  Law  is  not  allowed  for  any  ocba*  industry. 


In  return  for  these  spedal  benefits,  the  Hatch- 
Wccman  Aa  requires  generic  drug  oonqanies 
to  wait  unttl  the  oqjirar^Od  of  the  research  com- 
panies' patents  bcxcvc  they  can  bcigui  maricct- 
ing  their  drugs.  Now,  the  genoic  dnj;g  industry 
is  asking  Coiigrcss  to  give  tt  a  tnrrial  exenu>- 
tioo  iixxn  that  icstrictxn  as  wcIL 

In  my  opmion.  thai  woukl  be  unwise.  Trcai- 
ment  disco  very  has  already  slowed;  we  should 
reverse  that  pTTxess,  not  ensure  it 

Generic  drugs  play  an  important  role  in 
helping  knwo' the  cost  of  medidDes.  But  it  is 
the  pharmaceutical  research  industry  that  dis- 
covers aixl  develops  those  "y^iciTK^  in  (he 
first  placc^  mvcstmg  biUioos  of  dollars  in  le- 
search  and  development  that  can  qjan  decades 
without  any  guarantee  of  orrrvi  —  an  in- 
vestment made  possible  by  our  system  of 
patent  protection. 

C  Evaea  Koop.  MD. 
Bettcsda.Md 
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INDIANAPOLIS  STAR 

January  2,  1996 


Preserving  tradition  of  patent  protection 


By  JUDITH  SIMPSON 


Each  year,  several  hundred  pa- 
tients In  the  United  States  are 
diagnosed  with  a  rare,  degenera- 
tive disease  called  primary  pulmo- 
nary hypertension,  or  PPH.  It  at- 
tacks the  arteries  of  the  lungs, 
slowly  choking  ofT  the  blood  ves- 
sels. As  the  vessels  ck>se.  the 
heart  Is  forced  to  pump  harder 
and  harder  to  deliver  blood  to  the 
lungs.  Eventually,  the  heart  be- 
gins to  fall,  unable  to  compete 
against  the  constantly  Increasing 
pressure  In  the  lungs. 
'      Until  recently,  the  diagnosis  of 
,  PPH  was  a  virtual  death  sentence. 

iThe  best  hope  for  long-term  sur- 
vival was  a  lung  or  heart-lung 
I  transplant,  a  hlg^-cost.  high-risk 
I  treatment  option  with  Its  own 
'  high  mortality  rate.  But  now.  a 
new  drug  has  been  approved  to 
treat  PPH  that  not  only  extends 
life  but  also  allows  patients  to  live 
full,  productive  lives. 

I  know  alxiut  the  su/fTtng  of 
PPH  patients  because  my  sister  Is 
one.  And  I  know  about  the  hope 
this  medicine  brings  to  PPH  pa- 
tients because  I  have  seen  the 
remarkable  change  It  has  made  In 
her  life. 

At  Its  worst.  PPH  limited  my 
sister's  activities,  on  a  good  day. 
to  getting  up  and  dresstd  In  the 
morning  and  maybe  fixing  dinner. 
Today,  she  can  breathe.  She  can 
walk.  She  can  do  everyday  chores 
like  a  normal  person.  Instead  of 
I  g'^'ing  up  on  the  future,  she  now 
has  a  future  to  look  forward  to 


LETTER 
SPOTLIGHT 


Pan  T9  IntamMional  F«atum 

The  future  Is  made  possible  In 
large  measure  by  this  country's 
strong  tradition  of  patent  protec- 
tion, a  tradition  that  today  is  be- 
ing threatened  by  a  few  well- 
meaning  but  misguided  members 
of  Congress. 

Millions  of  dollars  and  more 
than  20  years  of  research  were 
Invested  to  discover  and  develop 
the  new  PPH  therapy.  It  treats  a 
condition  that  severely  affects  less 
than  1 .000  patients  In  this  coun- 
try al  any  given  time  When  It 
comes  to  serving  patients  suffer- 
ing from  deadly  orphan  diseases 
like  PPH.  our  research-based 
pharmaceutical  companies  are  (he 
only  ones  that  will  bring  us  such 
innovative  therapies  for  complex, 
life-threatening  diseases.  It  Is  the 
research-based  companies  that 
fiivc  us  hope 

Bui  pliarmacculical  research 
companies  can  aflord  to  make 
huge  Investments  in  tlic  research 
and  development  nccessarv'  to  dis 
cover  and  rievelo|)  new  medicines 
only  because  Ihcv  liave  patent 
protection   Patents  protect  Inno- 
vative medicines  from  profllccring 
pirates  and  prcscfvc  incentives  for 
reinvestment  into  the  research 
lliat  will  lead  to  loiiiorrmvs  dis- 
coveries 

Congress  recently  sirrnntliciieil 
p.Tteni  protections  lor  pii.imiaccu 
lir.!l  re.siMrrli  ;in(i  other  US   in 


dustries  through  the  General 
Agreement  on  Tariffs  and  Trade 
(GATT).  That  agreement  broi^t 
US.  InteUectual  property  law  In 
line  with  other  Industrialized 
countries,  establishing  a  world- 
wide standard  of  protection.  The 
GATT  resulted  In  slightly  k>nger 
patent  protection  for  about  10    - 
medicines,  all  of  which  already 
face  competition  from  other  thera- 
pies. 

But  given  the  contributions 
th'ese  companies  make  to  Improv- 
ing our  hoJth  and  well  being,  as 
wdl  as  the  reinvestment  In  re- 
search that  patent  protecttons  . 
make  possible,  any  extenston  of' 
patent  protectton  benefits  our  so- 
ciety. 

Yet  some  generic  drug  coiiqn- 
nles  are  now  trying  to  change  (be 
laws  affecting  Implementation  oif 
GATT.  They  want  to  gain  flnan-? 
dally  by  bringing  their  products'  to 
market  before  the  patents  expire 
on  the  pioneering  companies' 
products.  While  I  appreciate  the 
cost  savings  that  generic  drugs 
may  offer  In  the  short  term,  no 
generic  drug  company  would  com- 
mit the  millions  of  dollars  or 
many  years  of  research  to  discov- 
er or  develop  the  kind  of  medicine 
that  has  saved  my  sister.  It  Is 
unlikely  that  any  drug  company 
would  ever  produce  a  generic  ver- 
sion for  a  patient  population  so 
small. 

It's  hard  to  place  a  dollar  value 
on  something  that  sustains  life 
and  Improves  the  quality  of  that 
life,  because  that  value  Is  Immea- 
surable What  Is  It  worth  to  be 
able  to  walk  across  a  room  with- 
out having  to  stop  and  rest?  What 
is  It  worth  to  have  the  energy  to 
care  for  a  family?  And  what  Is  It 
worth  for  all  those  people  who  are 
suffering  from  disease,  but  who 
stiU  have  hope  that  someone, 
somewhere,  will  find  a  cure? 

My  family  and  1  have  experi- 
enced the  di.-ccl  benefits  of  the 
tremendous  investments  that  the 
pharmaceutir.ll  industry  has 
made  in  rcsivrch  and  dcvelop- 
rneni   Tl'.cso  <  oinpanies  need  and 
dcser\c  the  incentives  for  Innova- 
tion provided  l)y  strong  InlcUectu- 
>tI  pro|)crty  protection  One  day. 
your  lilc  and  mine  may  depend  on 
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MIAMI  HERALD 

January  16,  1996 


The  other  drug  ym: 


Did       Congress 
goof        when 
implementine 
the        international 

gitent  protections  of 
ATT?  Probably  not 
Did  it  wound  the  U^ 
generic  \irug  industry? 
Appafently  so,  but . . . 

GATT,    the    trade  

asreeroent  to  which 
123  nations  are  now  conunitted,  was 
more  than  10  years  in  negotiation,  with 
every  comma  in  dispute.  In  the  long 
term,  U.S.  companies  —  even  generic 
drug  manufacturers  disturbed  over  the 
extension  of  patent  protections  to  20 
from  the  United States's  17  years — and 
the  economy  will  fare  better  under  it. 

For  years  U^.  companies  have  been 
losing  billions  of  dollars  globally  to 
"pirates"  who  copy  patented  or  copy- 
nghted  U.S.  products  and  t)ootleg  them. 
So  the  United  States  was  an  insistent,  if 
not  the  leading,  proponent  of  strength- 
ening protection  for  this  "iiftellectual 
property." 

In  implementing  GATT,  Congress 
recognized  that  a  sudden  extension  of 
patent  protection  might  play  havoc  with 
companies  that  had  made  large  invest- 
ments anticipating  a  patent's  expiration. 
It  changed  a  number  of  U.S.  laws  to 
allow  impacted  companies  to  pay  royal- 
ties and  proceed. 

No  changes  were  made,  however,  in  a 
1984  law  that  speeds  Food  and  Drug 
Administration  approvals  for  generic 
drugs  on  condition  that  the  drugs  aren't 
marketed  until  patents  expire.  Did  Con- 
gress forget  to  change  that- law?  Should 
generics  in  the  FDA  pipeline  be  mar- 
keted after  17  years?  About  $6  billion 
rides  on  the  answers. 

Name-brand     manufacturers,     the 


OVERJLPATENTS 

Generics'  makers  and 

consomers  ay  fool  over 

extending  drog  patents 

under  GATT  Bat  it*s 

best  in  the  long  run. 


FDA«  and  federal 
courts  have  answered 
No.  But  Sen.  David 
Piyor,  D-Ark.,  sap* 
ported  by  the  generic 
roannfacturen  and 
oonturaer  ^ups,  is 
pushing  a  bill  and  has 
tried  to  amend  various 

budget  bills  *io  correct 

the  GATT  mistake.** 
And  the  "dueling  drug  interests**  are 
spending  inillions  to  recruit  allies. 

Balh  segments  of  the  drug  industry 
remain  profitable.  They  stand  to  make 
more  profits  as  GATT  opens  world  mar- 
kets.  In  tmth,  17  yean  is  ample  time  to 
profit  md  recoup  development  costs. 
Three  additional  years  (less  now  for 
most  of  the  products  at  issue)  may  yield . 
some  unexpected  windCedls,  but  it  s  not  a 
bankrupting  wait  for  the  generics. 

The  deciding  ouestion  and  more 
important  issue  is:  what  signal  will  the 
United  States  send  to  its  trade  partners? 
Will  it  uphold,  or  begin  attacking  and 
dismantlmg,  the  intellectual  property 
provisions  that  it  fought  so  hard  to 
include  in  GATT?  Drugs  aren't  perish- 
able shortrlived  commodities;  there  has 
been  no  fundamental  woridwide  restruc- 
turing of  currencies;  and  there  are  no 
allegations  of  other  countries  evading 
commitments.  There  is  simply  a  fight 
between  two  segments  of  a  profitable 
pharmaceuticals  industry. 

Yes,  U.S.  consumers  would  get  a 
short-term  break  if  generic  drug  manu- 
facturers succeed  in  breaking  or  eroding 
the  20-year  patent  agreement.  But  it 
isn't  worth  the  long-term  loss  of  sacrific- 
ing to  unchecked  piracy  the  incentives 
to  develop  new  and  better  drugs  — 
worldwide.  Congress  should  hold  fast  to 
the  GATT  patent  terms. 
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Patient  Advocates  Oppose  Efforts  to  Weaken 
Strong  Patent  Protection 

"At  a  time  when  health  care  delivery,  research  and  development  are  evolving  faster  than  anyone  can 
accurately  monitor.  Senator  Pryor's  efforts  to  lead  Congress  down  a  road  that  chips  away  at  patent 
protections  for  U.S.  pharmaceutical  products  will  dig  a  health  care  grave  for  Americans." 

Nancy  Sander,  President 

Allergy  and  Asthma  Network] Mothers  of  Asthmatics,  Inc. 

"Congress  cannot  expect  the  private  sector  to  continue  making  high-risk  investments  in  research 
and  development  if  there  is  no  assurance  of  strong  patent  protection..." 

Daniel  Perry,  Executive  Director 
Alliance  for  Aging  Research 

"The  risk  of  supporting  [Senator  Pryor's]  legislation  would  be  to  weaken  the  incentives  for 
innovation  in  academia,  research  institutions,  and  medical  research-based  companies.  We  believe 
that  this  will  impede  our  capacity  to  address  the  growing  epidemic  of  cancer." 

Joseph  R.  Bertino,  M.D^  President 
American  Association  for  Cancer  Research,  Inc. 

"The  ASTMH  members  have  dedicated  their  lives  to  easing  the  suffering  of  patients  under  their 
care  and  returning  them  to  health  whenever  possible.  In  this  effort,  modem  medicines  are  among 
our  most  effective  tools.  Congress'  steadfast  support  of  strong  patent  protection  has  encouraged  the 
investments  in  research  and  development  that  make  these  medicines  possible." 

Carole  A.  Long,  Ph.D.,  President 

American  Society  of  Tropical  Medicine  and  Hygiene 

"While  we  certainly  support  patient  access  to  lower  cost  treatments  for  disease  and  disability 
rehabilitsition,  that  short-term  benefit  pales  if  it  comes  at  the  long-term  expense  of  fmding  cures  to 
life-threatening  illnesses." 

Sandra  H.  Kownacki,  President 
Autism  Society  of  America 

"Because  of  the  discoveries  bom  of  these  investments  [in  pharmaceutical  research],  the  patients  we 
come  in  contact  with  every  day  benefit  through  saved  lives  and  improved  quality  of  life." 

Robert  J.  Beall,  Ph.D.,  President  and  CEO 
Cystic  Fibrosis  Foundation 

"Patients  afflicted  with  disease  look  to  biomedical  research,  especially  research  taking  place  in 
America's  pharmaceutical  industry,  for  new  and  better  treatments  to  restore  them  to  health." 

Patti  Munter,  President 

The  National  Organization  on  Fetal  Alcohol  Syndrome 

"Our  patients  have  experienced  the  direct  benefits  of  the  tremendous  investments  that  the 
pharmaceutical  industry  has  made  in  research  and  development.  Research-based  companies  need 
and  deserve  the  incentives  provided  by  strong  intellectual  property  protection." 

Judith  Simpson,  R.N.,  Ed.S.,  President 

United  Patients'  Association  for  Pulmonary  Hypertension,  Inc. 
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U.S.  Senator  •  North  Carouna 


Lauch  Fairdoth 


NEWS  RELEASE 


FOR  IMMEDIATE  RELEASE  CONTACT:    John  LePore 

February  27,  1996  202-224-3154 


SENATOR  LAUCH  FAIRCLOTH  TESTIFIES  AT  GATT  PATENT  HEARING 

"I  commend  Chairman  Hatch  for  holding  this  hearing.    Since  last  August  when 
Senator  Pryor  introduced  his  bill,  S.  1191,  I  have  maintained  that  hearings  by  this  committee 
were  necessary  to  properly  study  this  extremely  complex  issue,  involving  the  Hatch-Waxman 
generic  drug  legislation  and  GATT." 

"The  actions  of  the  Judiciary  Committee  will  have  a  profound  impact  not  only  on  the 
pharmaceutical  industry  nationwide,  but  particularly  on  North  Carolina  which  is  fortunate  to 
have  a  large  and  thriving  research  pharmaceutical  sector,  employing  20,000  people  at  a 
dozen  major  companies.    In  North  Carolina,  we  are  well  aware  of  the  importance  of 
pharmaceutical  research.    We  are  proud  of  the  breakthrough  products  developed  and 
manufactured  in  our  state.    And,  we  are  very  concerned  about  any  efforts  which  would 
jeopardize  the  incentives  for  investing  in  this  vital  and  costly  research." 

"In  attempting  to  address  an  issue  arising  under  GATT,  I  am  very  concerned  that  we 
do  not  seriously  damage  our  intellectual  property  laws  which  are  essential  to  the  development 
of  new  drugs." 

### 


UiiK.i.  BiiU'lu.  •  K.mi\,,ii,\.  DC.  2()=il()-.xW>  •  2()J-234-M54 
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The  Chairman.  Senator  Chafee,  we  will  turn  to  you  and  then  we 
will  go  to  Senator  Pryor. 

STATEMENT  OF  HON.  JOHN  H.  CHAFEE,  A  U.S.  SENATOR  FROM 
THE  STATE  OF  RHODE  ISLAND 

Senator  Chafee.  Thank  you  very  much,  Mr.  Chairman  and  mem- 
bers of  the  Judiciary  Committee.  I  believe  that  this  hearing  will 
confirm  what  we  already  know — that  the  Congress  and  the  admin- 
istration made  a  simple  but  very  costly  error  in  drafting  the  Uru- 
guay Round  Agreements  Act  of  1994.  That  inadvertent  error  is 
costing  consumers,  State  governments,  and  the  Federal  Govern- 
ment millions  of  dollars  while  providing  an  unintended,  and  I 
stress  that  word  unintended,  windfall  to  a  handful  of  drug  compa- 
nies. I  don't  believe  we  should  let  that  error  stand. 

Mr.  Chairman,  what  happened?  The  facts  of  this  case,  it  seems 
to  me,  are  straightforward.  Back  in  1994,  Congress  was  drafting 
omnibus  trade  legislation  designed  to  bring  the  United  States  into 
conformity  with  an  important  part  of  the  global  trade  agreement 
known  as  GATT.  As  part  of  our  commitment  to  fulfill  our  new 
GATT  obligations,  the  United  States  pledged  to  increase  patent 
protection  for  future  patents.  In  addition,  the  United  States 
pledged  to  boost  protection  for  patents  already  in  existence,  a  key 
point  that  goes  to  the  heart  of  the  issue  before  us  today. 

Accordingly,  the  trade  bill  that  Congress  wrote  boosted  existing 
patent  terms  by  up  to  3  years,  giving  current  patent  holders  a  valu- 
able extension  on  their  patents.  To  be  fair  to  generic  manufacturers 
who  had  been  preparing  to  go  to  market  on  the  old  expiration  date. 
Congress  fashioned  a  compromise.  This  is  a  compromise  that  ap- 
plied, everybody  thought,  to  ever5rthing,  whether  it  was  to  can 
openers  or  to  blue  jean  manufacturers  or  to  automobile  equipment. 
This  compromise  was  as  follows. 

Congress  said  that  generic  companies  who  had  made  "a  substan- 
tial investment"  in  preparing  for  market  would  be  allowed  to  pro- 
ceed as  planned,  but  they  would  have  to  pay  an  "equitable  remu- 
neration", during  the  extended  term.  This  carefully  balanced  com- 
promise became  law  as  part  of  the  1994  Uruguay  Round  Agree- 
ments Act. 

However,  in  drafting  this  653-page  bill.  Congress  and  the  admin- 
istration, as  I  said  earlier,  made  a  small  but  very  costly  mistake. 
A  simple  conforming  amendment  to  an  FDA  statute  was  omitted. 
Yet  the  impact  was  enormous.  The  omission  single-handedly  pre- 
vented the  generic  drug  industry  from  going  to  market  during  the 
extended  term.  The  result  is  that  a  handful  of  brand  name  drug 
companies  have  received  a  staggering  $4.3  billion  windfall  at  the 
expense  of  consumers. 

All  of  this,  I  might  say,  neither  Congress  nor  U.S.  trade  officials 
or  even  the  brand  name  companies  themselves  intended  to  receive 
this  windfall,  or  even  expected  to. 

Now  the  cost,  as  I  mentioned,  to  consumers  is  enormous.  The 
drugs  that  are  covered  by  the  windfall  are  widely  prescribed  and 
are  used  for  everyday  ailments  that  affect  millions  of  Americans. 
Keeping  the  generic  version  off  the  shelf  for  up  to  3  additional 
years  means  that  Americans,  including  and  especially  older  Ameri- 
cans, are  paying  far  more  than  ever  was  intended  for  their  medica- 
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tions.  Not  only  are  consumers  paying  for  this  error  but  so  are  State 
governments  and  the  Federal  Government  in  the  form  of  higher  re- 
imbursements for  prescription  drugs  for  the  elderly,  for  veterans, 
and  for  low-income  Americans. 

Now,  this  is  not  right.  We  made  a  mistake  and  we  should  fix  it. 
In  this  case,  the  solution  is  obvious  and  easy.  Simply  enact  the 
missing  conforming  amendment.  That  is  exactly  what  Senators 
David  Pryor  and  Hank  Brown  and  I — and  many  others — have  been 
working  to  do. 

Let  me  just  take  a  moment,  Mr.  Chairman,  to  put  to  rest  a  few 
red  herrings.  Our  amendment  would  not  affect  our  GATT  commit- 
ments or  our  efforts  to  promote  patent  protection  worldwide.  Our 
amendment  would  not  upset  the  balance  in  U.S.  drug  patent  laws 
nor  impede  research  and  development  of  new  drugs.  If  any  of  these 
misrepresentations  were  true,  we  simply  would  not  be  sponsoring 
this  amendment. 

It  is  well  past  the  time,  it  seems  to  me,  to  "do  the  right  thing." 
I  urge  my  colleagues  to  join  us  in  working  to  enact  the  necessary 
conforming  amendment. 

I  want  to  thank  the  chairman  and  members  of  the  committee. 

The  Chairman.  Thank  you.  Senator  Chafee. 

[The  prepared  statement  of  Senator  Chafee  follows:] 

Prepared  Statement  of  Senator  John  H.  Chafee 

Thank  you,  Mr.  Chairman. 

I  believe  that  this  hearing  will  confirm  what  we  already  know:  that  Congress  and 
the  Administration  made  a  simple — but  costly — error  in  drafting  the  Uruguay 
Round  Agreements  Act  of  1994.  That  inadvertent  error  is  costing  consumers,  state 
governments,  and  the  Federal  government  millions  of  dollars,  while  providing  an 
unintended  windfall  to  a  handful  of  drug  companies.  I  don't  believe  we  should  let 
that  error  stand. 

What  happened?  The  facts  of  the  case  are  straightforward.  Back  in  1994,  Con- 
gress was  drafting  omnibus  trade  legislation  designed  to  bring  the  US  into  conform- 
ity with  the  important  new  global  trade  agreement  known  as  the  GATT.  As  part 
of  our  commitment  to  fulfill  our  new  GATT  obligations,  the  US  pledged  to  increase 
patent  protection  for  future  patents.  In  addition,  the  US  also  pledged  to  boost  pro- 
tection for  patents  already  in  existence — a  key  point  that  goes  to  the  heart  of  the 
issue  before  us  today. 

Accordingly,  the  trade  bill  that  Congress  wrote  boosted  existing  patent  terms  by 
up  to  three  years,  giving  current  patentholders  a  valuable  extension  on  their  pat- 
ents. To  be  fair  to  generic  manufacturers  who  had  been  preparing  to  go  to  market 
on  the  old  patent  expiration  date.  Congress  fashioned  a  compromise:  generic  compa- 
nies who  had  made  a  "substantial  investment"  in  preparing  for  market  would  be  al- 
lowed to  proceed  as  planned,  but  would  have  to  pay  "equitable  remuneration" — i.e., 
a  royalty — during  the  extended  term.  This  carefully-balanced  compromise  became 
law  as  part  of  the  1994  Uruguay  Round  Agreements  Act. 

However,  in  drafting  this  653-page  bill,.  Congress  and  the  Administration  made 
a  small — but  very  costly — mistake.  A  simple  conforming  amendment  to  an  FDA  stat- 
ute was  omitted.  Yet  the  impact  was  enormous:  the  omission  singlehandedly  pre- 
vented the  generic  drug  industry  from  going  to  market  during  the  extended  term. 
The  result  is  that  a  handful  of  brand-name  drug  companies  have  received  a  stagger- 
ing $4.3  billion  windfall,  at  the  expense  of  consumers,  that  Congress,  US  trade  offi- 
cials, and  even  the  brand-name  companies  themselves  neither  intended  or  expected. 

The  cost  to  consumers  is  enormous.  The  drugs  that  are  covered  by  the  windfall 
are  widely  prescribed,  and  are  used  for  everyday  ailments  that  affect  millions  of 
Americans.  Keeping  the  generic  version  off  the  shelf  for  up  to  three  years  means 
that  Americans — including  and  especially  older  Americans — are  pajdng  far  more 
than  was  ever  intended  for  their  medications. 

Not  only  are  consumers  paying  for  this  error,  but  so  are  state  governments  and 
the  federal  government — in  the  form  of  higher  reimbursements  for  prescription 
drugs  for  the  elderly,  veterans,  and  low-income  Americans. 
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This  isn't  right.  We  made  a  mistake.  We  should  fix  it.  In  this  case,  the  solution 
is  obvious  and  easy:  simply  enact  the  missing  conforming  amendment.  That  is  ex- 
actly what  David  Pryor,  Hank  Brown,  and  I — and  many  others — have  been  working 
to  do. 

Let  me  take  just  a  moment  to  put  to  rest  a  few  red  herrings.  Our  amendment 
would  not  affect  our  GATT  commitments  or  our  efforts  to  promote  patent  protection 
worldwide.  Our  amendment  would  not  upset  the  balance  in  US  drug  patent  laws, 
nor  impede  research  and  development  of  new  drugs.  If  any  of  these  misrepresenta- 
tions were  true,  we  simply  would  not  be  sponsoring  this  amendment.  It's  that  sim- 
ple. 

It's  well  past  time  to  "do  the  right  thing."  I  urge  my  colleagues  to  join  us  in  work- 
ing to  enact  the  necessary  conforming  amendment.  Thank  you. 

The  Chairman.  We  will  now  turn  to  Senator  Pryor. 

STATEMENT  OF  HON.  DAVID  PRYOR,  A  U.S.  SENATOR  FROM 
THE  STATE  OF  ARKANSAS 

Senator  Pryor.  Thank  you,  Mr.  Chairman  and  colleagues  on  the 
committee. 

Mr.  Chai'TTian,  I  really  thank  you  for  holding  this  hearing  this 
morning  and  I  am  honored  that  you  would  allow  me  the  oppor- 
tunity to  come  before  this  committee  for  a  few  moments. 

The  Chairman.  Do  you  think  I  would  dare  not  allow  you  to 
come?  [Laughter.] 

Senator  Pryor.  Thank  you.  You  have  been  very  generous  about 
that. 

The  Chairman.  You  are  welcome. 

Senator  Pryor.  Mr.  Chairman,  there  is  a  wonderful  book,  and  I 
do  not  know  when  it  was  written.  I  think  it  was  probably  written 
about  60  or  70  years  ago  and  it  is  about  a  wonderful  character 
named  George  Washington  Plunkett.  The  name  of  the  book  is 
"Plunkett  of  Tammany  Hall".  I  love  that  book,  and  for  years  I  could 
find  some  at  some  bookstores  here  and  I  would  give  them  to  my 
friends,  but  there  is  a  chapter  in  that  book  and  the  title  of  chapter 
is,  "I  Seen  My  Opportunities  and  I  Took  Them". 

I  think  that  applies  today  to  some  of  the  very  few  drug  compa- 
nies, Mr.  Chairman,  that  have  taken  advantage  of  a  very,  very  se- 
rious mistake  that  we  have  made  in  the  Congress  in  the  GATT 
treaty  legislation. 

The  problem  at  heart,  as  my  colleague.  Senator  Chafee,  has  men- 
tioned, and  I  must  say  my  very,  very  good  colleague,  as  is  Senator 
Brown,  who  is  traveling  back  from  Colorado  today  and  could  not 
be  present  with  us,  as  the  Washington  Post  calls  an  error  of  omis- 
sion, an  error  which  Congress  created  and  which  only  Congress  can 
fix.  Left  uncorrected,  this  error  will  cost  American  consumers  sev- 
eral billion  dollars.  It  will  unjustly  enrich  a  few  companies  enjoying 
undeserved  special  treatment  under  the  GATT  treaty. 

It  is  our  strong  hope,  Mr.  Chairman,  and  the  hope  of  many  of  our 
colleagues  that  a  solution  can  be  passed  on  the  floor  of  the  Senate 
as  soon  as  possible,  and  I  personally  promise  to  do  ever3^hing  pos- 
sible to  see  that  happen. 

Please  let  me  briefly  summarize,  first  the  loophole.  In  the  GATT 
legislation.  Congress  extended  all  patents  from  17  to  20  years  but 
it  also  permitted  generic  companies  of  any  kind  to  go  to  market  on 
the  17-year  date  of  patent  expiration  if  they  had  made  a  "substan- 
tial investment".  A  substantial  investment  had  to  be  made,  and 
they  were  willing  to  pay  the  brand  name  company  a  royalty. 
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Today,  these  provisions  apply  to  every  person,  every  product, 
every  company,  every  industry  except  one,  the  pharmaceutical  pre- 
scription drug  industry.  We  forgot  a  conforming  amendment,  Mr. 
Chairman.  It  was  that  simple.  We  forgot  it.  A  few  drug  companies 
are  basking  today  under  a  particular  protective  umbrella.  It  is  very 
specific  protection  and  inappropriately  shielded  from  generic  com- 
petition by  this  GATT  loophole. 

This  is  unthinkable.  In  other  words,  the  rest  of  the  business  com- 
munity all  over  this  country,  all  over  this  world  plays  by  one  set 
of  rules  while  these  few  drug  companies  enjoy  very  special  treat- 
ment. 

Several  of  our  colleagues  in  this  great  room  today,  Mr.  Chair- 
man, I  have  heard  espouse  the  concept  of  free  market  competition, 
but  unless  we  as  a  Congress  immediately  correct  this  mistake  and 
this  loophole,  we  will  have  eliminated  competition  in  the  market- 
place for  certain  drugs.  We  will  have  granted  an  undeserved  mo- 
nopoly to  a  handful  of  drug  companies  who  did  not  deserve  nor  ex- 
pect such  Congressional  generosity. 

Second,  as  a  result  of  our  error,  there  is  a  multi-billion  dollar 
windfall.  Because  of  our  error,  American  consumers  are  paying 
much  more  for  their  drugs,  as  much  as  $2.5  billion  more.  These 
savings,  incidentally,  are  consistent  with  the  findings  of  the  Con- 
gressional Budget  Office. 

If  we  take  Zantac,  the  world's  best-selling  drug  for  ulcers,  we 
have  to  pay  twice  as  much  as  we  should.  It  is  the  average 
consumer,  like  older  Americans,  working  families,  who  are  today 
subsidizing  this  multi-billion-dollar  windfall. 

For  example,  let  me  also  state  that  the  company  Glaxo,  regard- 
ing Zantac,  sells  in  Canada  their  drug  Zantac  per  capsule,  85  cents 
per  capsule.  In  our  country,  the  country  that  has  given  them  all  of 
these  benefits,  that  has  provided  research  and  development  grants, 
$1.70  per  capsule  for  the  American  consumer.  Is  that  fair? 

That  brings  us  to  the  third  piece  of  the  problem,  Mr.  Chairman 
and  my  colleagues.  We  are  today  offering  a  very  simple  solution  to 
the  problem.  Our  amendment  is  a  conforming  amendment,  a  con- 
forming amendment  which  should  have  been  a  part  of  last  year's 
GATT  legislation.  This  is  an  amendment  which  Mickey  Kantor,  our 
U.S.  Trade  Representative  who  negotiated  this  treaty,  says  we 
should  have  implemented  a  year  ago.  I  know  that  we  are  going  to 
hear  from  Ambassador  Kantor  shortly,  as  well  as  from  Glaxo's  rep- 
resentatives, including  former  Trade  Representative  Bill  Brock. 
This  amendment  is  also  wholly  consistent  with  the  findings  of  both 
the  Food  and  Drug  Administration  and  the  Patent  Office. 

In  the  very  near  future,  we  must  make  a  decision.  We  can  ac- 
knowledge the  vast  body  of  evidence  from  the  U.S.  Trade  Rep- 
resentative, the  Food  and  Drug  Administration,  the  Patent  Office, 
the  Congressional  Record,  and  finally  come  down  to  one  point.  We 
made  an  error.  We  made  a  mistake  and  now  it  is  time  to  correct 
that  mistake. 

Or  we  can  ignore  this  evidence.  We  can  put  off  a  straightforward 
decision.  We  can  keep  limping  along  and  allowing  a  few  drug  com- 
panies to  continue  collecting  a  completely  unjustified  windfall  be- 
cause of  our  legislative  error.  We  can  allow  bad  policy  based  upon 


24 

a  simple  mistake  to  take  precedence  over  our  better  judgment  and 
an  overwhelming  body  of  factual  evidence. 

By  the  way,  Mr.  Chairman  and  colleagues,  this  is  not  just  an 
issue  of  one  drug  company.  Let  us  take  the  drug  company  Bristol- 
Myers  Squibb,  for  example,  and  a  drug  called  Capoten,  $56.49  for 
the  brand  name  Capoten.  But  6  months  ago,  for  the  past  6  months, 
Bristol-Myers  Squibb  has  been  able  to  sell  this  drug  for  $56.49  for 
100  capsules.  However,  just  this  month,  a  generic  drug  was  allowed 
to  come  on  the  market  and  compete  with  Bristol-Myers  Squibb  in 
a  generic  drug,  Capopril,  and  now  no  longer  does  the  consumer 
have  to  pay  $56.49  but  now  for  $5 — $5,  Mr.  Chairman — can  receive 
the  same  benefits  in  the  generic  competitor. 

This  is  what  we  are  trying  to  do  with  Zantac.  This  is  what  we 
are  trying  to  do  with  other  drugs  to  bring  the  prices  down  and  to 
bring  the  free  forces  of  competition  into  the  marketplace. 

Please  note,  Mr.  Chairman,  that  once  again  I  pledge  myself  to 
work  with  you,  with  my  colleagues  in  helping  to  close  this  loophole. 
I  hope  that  we  can  do  it  sooner,  rather  than  later.  We  had  our  vote, 
for  example,  which  I  might  say  on  December  7,  1995,  there  was  1 
vote  difference,  48  to  49,  regarding  closing  this  loophole.  We  lost 
that  vote.  I  hope  we  can  win  that  vote  now.  But  since  that  vote  80 
days  ago,  one  drug  company  alone,  Glaxo,  has  been  able  to  gen- 
erate an  additional  $400  million  in  revenues  in  those  80  days  that 
have  lapsed  since  that  December  7  vote. 

I  think  the  time  is  now  to  act.  I  hope  that  this  committee  feels 
the  time  is  now  to  act,  to  admit  our  mistake  and  to  do  something 
about  closing  this  loophole  that  we  should  be  embarrassed  about 
and  certainly  ashamed  of  ourselves  if  we  do  not  close  it  imme- 
diately. 

Mr.  Chairman,  I  thank  you. 

[The  prepared  statement  of  Senator  Pryor  follows:] 

Prepared  Statement  of  Senator  David  Pryor 

I  appreciate  the  opportunity  to  appear  this  morning.  As  you  know,  this  is  an  issue 
of  great  personal  interest,  as  it  is  to  Senator  Chafee  and  Senator  Brown,  who  is  re- 
turning from  Colorado  this  morning. 

The  problem  at  the  heart  of  todays  hearing  was  created  by  what  the  Washington 
Post  calls  "an  error  of  omission" — an  error  which  Congress  created  and  which  only 
Congress  can  fix.  Left  uncorrected,  this  error  will  cost  American  consumers  several 
billion  dollars  and  will  unjustly  enrich  a  few  companies  enjoying  undeserved  special 
treatment  under  the  GATT  treaty.  It  is  my  strong  hope  and  the  hope  of  many  of 
our  colleagues  that  a  solution  will  be  passed  on  the  floor  of  the  Senate  as  soon  as 
possible. 

I  personally  promise  to  do  everything  possible  to  see  that  happen. 

Let  me  briefly  summarize  the  three  parts  of  this  issue: 

First,  there  is  the  loophole.  In  the  GATT  legislation,  Congress  extended  all  pat- 
ents from  17  to  20  years,  but  also  permitted  generic  companies  of  any  kind  to  go 
to  market  on  the  17-year  date  of  patent  expiration  if  they  had  made  a  "substantial 
investment"  and  were  willing  to  pay  a  royalty. 

Today,  these  provisions  apply  to  every  person,  product,  company  and  industry  in 
the  entire  country — except  for  the  prescription  drug  industry.  Because  we  forgot  a 
conforming  amendment,  a  few  drug  companies  enjoy  the  patent  extension  but  are 
inappropriately  shielded  from  generic  competition  by  the  GATT  loophole.  In  other 
words,  the  rest  of  the  country  plays  by  one  set  of  rules  while  these  few  companies 
enjoy  special  treatment. 

Second,  as  a  result,  there  is  a  multibillion  dollar  windfall.  Because  of  our  error, 
American  consumers  are  pa5dng  much  more  for  their  drugs — as  much  as  $2.5  billion 
more.  Those  savings,  incidentally,  are  consistent  with  the  findings  of  the  Congres- 
sional Budget  Office. 
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If  you  take  Zantac,  the  world's  best  selling  drug,  for  your  ulcers — you  have  to  pay 
twice  as  much  as  you  should.  It  is  your  average  consumer,  like  older  Americans  and 
working  families,  who  are  subsidizing  this  multibillion  dollar  windfall. 

That  brings  us  to  the  third  and  last  piece  to  this  problem.  My  colleagues,  Senator 
Brown,  Senator  Chafee  and  I  are  offering  the  solution  to  this  problem.  Our  amend- 
ments is  the  conforming  amendment  which  should  have  been  part  of  last  year's 
GATT  legislation.  This  is  the  amendment  which  Mickey  Kantor,  the  U.S.  Trade  Rep- 
resentative, says  we  should  have  implemented  a  year  ago.  (I  know  we  will  hear  from 
Ambassador  Kantor  himself  shortly,  as  well  as  from  Glaxo's  representatives,  includ- 
ing former  Trade  Representative  Bill  Brock.)  This  amendment  is  also  wholly  consist- 
ent with  the  findings  of  both  the  Food  and  Drug  Administration  and  the  Patent  Of- 
fice. 

In  the  very  near  future,  we  must  make  a  decision.  We  can  acknowledge  the  vast 
body  of  evidence  from  the  U.S.  Trade  Representative,  the  FDA,  the  Patent  Office, 
and  the  Congressional  Record,  and  admit  that  we  made  a  mistake.  We  can  then  vote 
to  correct  this  mistake,  sparing  American  consumers  unnecessary  medical  expenses 
and  guaranteeing  100  percent  equitable  treatment  for  all  American  companies 
under  the  GATT  treaty. 

Or  we  can  ignore  the  evidence,  put  off  a  straightforward  decision  and  allow  a  few 
companies  to  continue  collecting  a  completely  unjustified  windfall  because  of  our  leg- 
islative drafting  error.  We  can  allow  bad  policy  based  on  a  simple  mistake  to  take 
precedence  over  our  better  judgment  and  an  overwhelming  body  of  factual  evidence. 

This  is  not  a  partisan  choice  or  a  partisan  issue.  It  never  has  been.  It  is  about 
fixing  a  mistake  and  saving  taxpayer  money. 

I  know  for  a  fact  that  many  of  my  colleagues.  Republican  and  Democrat  alike, 
support  our  amendment.  It  is  a  straightforward  and  narrow  solution  to  an  impor- 
tant problem.  It  saves  consumers  billions  of  dollars,  fulfills  the  intent  of  the  GATT 
treaty,  and  ensures  100  percent  equitable  treatment  of  all  American  companies.  It 
preserves  existing  intellectual  property  rights  and  the  GATT  patent  extensions  for 
all  industries,  including  the  drug  industry — rights  which  I  voted  in  favor  of  when 
we  made  the  GATT  treaty  part  of  U.S.  law. 

But  most  importantly,  we  have  a  unique  opportunity  to  clearly  and  simply  do  the 
right  thing.  I  look  forward  to  working  with  the  members  of  this  Committee  to 
achieve  this. 

The  Chairman.  Thank  you,  Senator.  We  appreciate  both  of  you 
coming  and  enlightening  us.  Unless  there  are  any  questions,  I 
would  like  to  move  on. 

Senator  SiMON.  Just  one  question,  Mr.  Chairman.  What  about 
Senator  Faircloth's  statement  that  this  would  be  unfair  to  North 
Carolina  corporations,  pharmaceutical  companies? 

Senator  Pryor.  I  think  it  is  very  fair.  We  have  given  corporation 
research  and  development  grants.  We  have  given  them  the  oppor- 
tunity to  work  in  our  own  Government  laboratories.  We  have  given 
them  17  years  of  absolute  monopoly  in  charging  whatever  they 
could  charge  for  this  particular  drug,  Zantac.  They  sell  this  drug 
overseas  for  less  than  half  the  price  they  sell  it  to  the  American 
consumer. 

I  think  that  so  much  of  a  good  thing  is  a  good  thing,  and  I  think 
now  it  is  time  to  realize  that  they  are  going  to  play  by  the  same 
rules  as  any  other  part  of  our  business  community.  But  we  have 
excluded  the  pharmaceutical  drug  industry  under  this  particular 
error  that  we  have  committed.  Thank  you.  Senator  Simon. 

Senator  Chafee.  I  would  also  like  to  point  out,  if  I  might.  Sen- 
ator Simon,  nobody  is  going  after  any  North  Carolina  company. 
What  we  are  saying  is  that  some  companies  were  given  an  exten- 
sion that  they  never  expected  to  get.  In  order  to  be  fair,  we  had 
provided  that  those  who  had  made  a  substantial  investment  could 
go  ahead  and  produce  when  the  normal  pre-GATT  patent  period 
was  up.  However,  they  would  have  to  pay  a  royalty.  This  com- 
promise applies  to  everybody  who  held  a  patent  as  of  June  8,  1995. 
But  because  we  left  out  this  FDA  provision,  the  compromise  does 
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not  apply  to  not  necessarily  a  specific  North  Carolina  drug  com- 
pany, but  any  drug  company  in  the  United  States. 

Senator  Pryor.  Mr.  Chairman,  if  I  might,  I  would  like  to  place 
in  the  record  just  a  heading  from  the  Washington  Post  business 
section  of  December  14.  There  is  a  story,  and  I  will  try  to  get  that 
story  to  accompany  the  headline,  which  stated  that  Bristol-Myers 
Squibb ,  expected  to  benefit  from  our  mistake  about  $110  million. 
That  was  going  to  be  the  benefit  to  Bristol-Myers  Squibb. 

Did  they  put  that  in  research?  No,  sir.  What  they  did,  they  went 
to  Hungary  and  they  paid  that  $110  million  to  acquire  control  of 
their  largest  pharmaceutical  generic  manufacturing  company  in 
Hungary.  That  is  what  they  did.  There  was  not  one  cent  of  re- 
search money  that  was  obtained  from  that  profit  that  went  into  re- 
search. 

[The  article  follows:] 
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[The  response  of  Bristol-Myers  Squibb  follows:] 

Bristol-Myers  Squibb  Co., 
New  York,  NY,  March  8,  1996. 
Hon.  Senator  Orrin  G.  Hatch, 
U.S.  Senate,  Russell  Senate  Office  Building, 
Washington,  DC. 

Dear  Senator  Hatch:  I  am  writing  to  you  in  response  to  Senator  Pryor's  com- 
ments at  a  February  27th  Senate  Judiciary  Committee  hearing  on  the  effects  of  the 
GATT  on  pharmaceutical  patents.  During  that  hearing,  Senator  Pryor  stated  that 
Bristol-Myers  Squibb  was  spending  its  earnings  from  Capoten®  on  acquisitions  and 
not  on  the  research  and  development  of  new  drugs.  This  is  an  inaccurate  statement 
of  the  facts. 

Bristol-Myers  Squibb  has  invested  substantial  funds  in  research  and  development 
in  1995.  Bristol-Myers  Squibb's  investments  in  new  U.S.  biotechnology  collabora- 
tions alone  equaled  $160  million  in  seven  alliances  in  1995.  Our  five-year  capital 
development  plan  for  research  facilities  calls  for  a  $700  million  investment  over  that 
period  with  $72  million  in  projects  underway  in  1995.  These  capital  investments  in 
S5Tacuse  and  Buffalo,  New  York,  New  Brunswick,  New  Jersey,  and  Seattle,  Wash- 
ington will  mean  jobs  for  American  workers.  Furthermore,  the  company's  operating 
expenditures  for  R&D  in  1995  were  over  $1  billion.  This  represents  a  $100  million 
increase  over  1994,  and  we  intend  to  further  increase  these  investments  in  1996. 

With  respect  to  our  acquisition  policy,  Bristol-Myers  Squibb  is  a  large  diversified 
global  company  that  is  always  looking  for  significant  growth  opportunities.  Since 
1994,  Bristol-Myers  Squibb  has  purchased  four  major  companies.  None  of  these  ac- 
quisitions were  dependent  on  our  GATT  patent  extension  of  Capoten®.  In  fact,  the 
planning  and  negotiations  leading  to  the  acquisition  of  these  companies  was  well 
underway  before  the  GATT  patent  extensions  took  effect. 

I  appreciate  the  opportunity  to  inform  you  about  our  research  and  development 
activities.  I  hope  that  you  will  keep  this  information  in  mind  should  Senator  Pryor 
address  this  issue  again  on  the  floor  of  the  Senate. 
Sincerely, 

Kenneth  E.  Weg, 
Executive  Vice  President. 

Senator  Heflin.  Mr.  Chairman. 

Senator  Feinstein.  Mr.  Chairman. 

The  Chairman.  Senator  Heflin,  then  Senator  Feinstein. 

Senator  Heflin.  Go  ahead. 

The  Chairman.  Senator  Feinstein. 

Senator  Feinstein.  Thank  you  very  much,  Mr.  Chairman.  Thank 
you.  Senator.  I  am  a  little  embarrassed. 

I  just  wanted  to  compliment  the  two  Senators.  I  have  watched 
you  both  on  this  issue.  I  think  you  are  right  on.  I  think  the  problem 
for  the  American  people  very  often  is  they  do  not  have  the  ability 
to  pay  for  the  drugs  and  I  think  you  have  outlined  a  very  persua- 
sive case  and  I  want  to  say  thank  you. 

Senator  Pryor.  Thank  you.  Thank  you  very  much. 

The  Chairman.  Senator  Heflin. 

Senator  Heflin.  I  voted  with  you  when  you  had  it.  I  had  tried 
to  refresh  my  recollection  of  the  history  of  all  this.  As  a  senior  citi- 
zen, I  am  a  great  pill  taker.  I  take  about  20  pills  a  day.  I  do  not 
even  remember.  My  wife  has  to  parcel  them  out  to  me,  tell  me  this 
and  all  that. 

The  Chairman.  Would  you  mind  telling  the  rest  of  us?  [Laugh- 
ter.] 

Senator  Heflin.  So  maybe  I  have  a  vested  interest  in  this  thing. 
But  at  the  same  time,  there  is  an  issue  that  I  think  we  have  to 
look  at  and  that  is  research.  The  issue  starts  back,  as  I  tried  to  re- 
fresh my  recollection,  a  number  of  years  ago  before  the  1984  Act. 
We  had  the  issue  of  administrative  delays,  court  delays,  and  the 
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issue  was  on  patent  restoration,  that  the  17  years  would  be  eaten 
up  by  a  lot  of  administrative  and  court  action. 

I  do  not  remember  specifically,  but  there  was  some  testimony 
back  in  the  early  1980's  that  you  had  administrative  obstacles  that 
occurred  and  ate  up  something  in  the  neighborhood  of  6,  7,  8  years, 
and  there  were  a  great  number  that  testified.  There  was  a  big 
movement  for  patent  restoration  in  not  only  pharmaceuticals  but 
ever3rthing.  It  was  felt  that  it  was  thwarting  research  somewhat  be- 
cause really  they  were  not  getting  17  years  because  of  all  of  this 
administrative  delay.  There  was  a  compromise  worked  out,  and  the 
only  ones  affected  as  I  recall  were  primarily  pharmaceuticals.  They 
could  have  extended  as  much  as  5  years  that  was  under  it. 

You  came  along  with  GATT,  and  so  you  said  instead  of  17  years 
you  said  20  years  from  the  date  of  the  filing  in  the  beginning,  not 
the  date  of  the  approval,  and  that  was  across  the  board.  The  issue, 
of  course,  has  also  arisen  with  the  Patent  Office  as  to  whether  or 
not  that  5  years  could  be  added  to  the  20  years.  Then  you  could 
have  as  much  as  25  years.  The  Patent  Office,  as  I  understand  it, 
did  rule  that  away  under  the  law  and  then  they  reversed  it  and 
they  are  back  to  where  we  are  today. 

The  issue  that  Senator  Faircloth  comes  down  to  and  which  I 
think  is  the  crucial  issue  here  is  looking  at  the  compromise  that 
was  given  to  the  pharmaceutical  industry  in  the  1984  Act  on  the 
basis  that  there  was  a  great  need  and  an  urgency  relative  to  medi- 
cines and  pharmaceutical  products  to  give  them  some  advantage  in 
regards  to  patent  restoration  with  the  idea  that  there  would  be  an 
incentive  toward  research. 

We  are  here  at  this  time  looking  back  on  this  and  the  issue  to 
me  is,  will  this  in  any  way  thwart  research,  and  I  think  Senator 
Faircloth  mentioned  this.  The  issue  largely  is  to  whether  or  not  we 
all  support  the  concept  of  less  expensive  drugs  and  generic  drugs, 
as  long  as  they  are  adequate  in  that  regard,  but  also  of  course,  I 
think  we  have  to  decide  whether  or  not  this  legislation  has  any  ill 
effect  on  research  in  the  future  or  not. 

At  one  time,  it  was  felt  that  the  pharmaceuticals  did  occupy  a 
unique  and  a  separate  situation,  and  therefore  we  made  the  com- 
promise in  the  1984  Act.  But  now,  will  this  thwart  or  impede  re- 
search in  any  way?  This  seemed  to  me  to  be  the  crucial  issue  in- 
volved in  this  throughout,  and  there  will  be  witnesses,  I  suppose, 
today  addressing  that.  I  would  just  like  to  have  your  opinion. 

Senator  Pryor.  Yes,  sir.  Mr.  Chairman,  in  response  to  Senator 
Heflin's  question,  I  would  like  permission  to  put  into  the  record  a 
letter  from  Congressman  Henry  Waxman  dated  March  29,  1995, 
and  also  a  letter  from  Secretary  Donna  Shalala,  that  I  think  will 
address  these  issues  that  Judge  Heflin  has  so  appropriately  raised. 

The  Chairman.  Without  objection,  we  will  put  those  in  the 
record. 

[The  letter  from  Congressman  Waxman  follows:] 

Congress  of  the  United  States, 

Washington,  DC,  March  29,  1995. 
Hon.  David  Kessler, 

Commissioner,  Food  and  Drug  Administration, 
Rockville,  MD. 

Dear  Dr.  Kessler:  I  am  writing  to  you  concerning  your  current  determination 
of  policy  relating  to  the  interrelationship  of  the  provisions  of  the  Drug  Price  Com- 
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petition  and  Patent  Term  Restoration  Act  (Public  Law  98-417)  relating  to  the  mar- 
keting of  genetic  drugs,  and  the  patent  changes  agreed  to  under  the  Uruguay  Round 
Agreements  Act  (Public  Law  103-465,  the  "GATT"  implementation  law). 

As  you  know,  as  Chairman  of  the  Subcommittee  on  Health  and  the  Environment 
of  the  Committee  on  Energy  and  Commerce  in  the  98th  Congress,  I  was  one  of  the 
two  original  authors  (along  with  Senator  Orrin  Hatch)  of  the  Drug  Price  Competi- 
tion and  Patent  Term  Restoration  Act.  Our  goal  in  passing  that  Act  was  to  strike 
and  appropriate  balance  between  the  rights  of  the  patent  holder  and  the  ability  of 
the  generic  manufacturer  to  move  into  the  market  in  a  timely  manner  upon  expira- 
tion of  the  patent. 

Since  the  passage  and  implementation  of  that  Act,  we  have  now  had  passage  of 
the  GATT  implementary  legislation,  which  changes  patent  law  overall  from  a  provi- 
sion of  17  years  from  approval  to  20  years  from  application,  and  establishes  a  gen- 
eral rule  for  the  transition  period  in  which  provision  is  made  for  a  company  that 
has  made  a  substantial  investment  in  a  product  prior  to  June  8,  1995,  to  enter  the 
market  with  the  payment  of  equitable  remuneration  to  the  patent  holder  during  the 
extra  patent  life  allowed  by  GATT.  The  issue,  of  course,  is  the  interrelationship  of 
this  transition  policy  with  the  terms  governing  FDA  action  on  generics  applying  to 
enter  the  market  under  the  terms  of  the  Drug  Price  Competition  and  Patent  term 
Restoration  Act. 

I  understand  that  Senator  Hatch  has  written  to  you  to  express  his  view  that 
under  the  terms  of  the  1984  Act,  a  generic  drug  would  now  be  blocked  from  the  mar- 
ket regardless  of  whether  substantial  investment  had  been  made  on  the  expectation 
of  the  expiration  of  the  patent  (before  the  GATT  extension)  until  the  expiration  of 
the  extended  patent.  As  the  other  principal  author  of  the  1984  law,  I  am  writing 
to  express  a  different  view. 

Obviously,  at  the  time  the  Drug  Price  Competition  and  Patent  Term  Restoration 
Act  was  passed,  we  could  not  foresee  future  action  which  would  adjust  basic  patent 
law.  We  wrote  the  terms  of  the  1984  law  with  an  understanding  of  the  basic  patent 
law  as  it  was  then  in  effect.  With  the  enactment  of  the  later  GATT  implementing 
legislation,  I  see  no  reason  inherent  in  the  1984  law  which  would  argue  for  any  dif- 
ferent treatment  of  generic  drugs  than  of  any  other  product  covered  under  the  tran- 
sition provisions  of  the  GATT  legislation. 

Clearly,  applying  the  transition  provisions  to  allow  the  more  timely  entry  of 
generics  onto  the  market  is  reflective  of  the  spirit  of  the  1984  legislation.  It  would 
seem  a  fair  interpretation  consist  with  the  legislative  intent  simply  to  continue  to 
recognize  pre-GATT  patent  expiration  dates  previously  certified  in  pending  ANDA's 
for  purposes  of  FDA  approval  during  this  transition  period. 

I  understand  that  the  Patent  and  Trademark  Office  has  written  to  the  FDA  for 
your  views  on  the  proper  interpretation  of  the  effect  of  GATT  on  the  FDA's  adminis- 
tration of  the  generic  drug  approval  process  established  by  the  1984  law.  And  I  cer- 
tainly understand  the  need  for  a  timely  decision  on  this  matter.  I  hope  these  com- 
ments will  assist  you  in  formulating  your  response  to  that  request. 

With  kind  regards,  I  am 
Sincerely, 

Henry  A.  Waxman, 
Member  of  Congress. 

[The  letter  from  Secretary  Shalala  follows:] 

The  Secretary  of  Health  and  Human  Services, 

Washington,  DC,  February  26,  1996. 
Hon.  David  Pryor, 

Ranking  Member,  Special  Committee  on  Aging, 
U.S.  Senate,  Washington,  DC. 

Dear  Senator  Pryor:  Thank  your  for  your  letter  regarding  your  interest  in  the 
Department's  position  on  the  need  for  equitable  treatment  of  generic  pharmaceutical 
products  under  the  terms  of  legislation  implementing  the  General  Agreements  on 
Tariffs  and  Trade  (GATT),  the  Uruguay  Round  Agreements  Act  (URAA). 

In  December  1994,  Congress  passed  the  URAA,  Public  Law  103-465,  the  imple- 
menting legislation  for  the  Uruguay  Round  international  trade  agreements.  One 
provision  of  the  URAA  changed  the  term  of  patents  to  make  U.S.  law  consistent 
with  international  practice.  Specifically,  as  of  June  8,  1995  the  URAA  extended  the 
term  of  patents  from  17  years  from  the  date  the  patent  is  issued  to  20  years  from 
the  date  the  patent  application  is  filed.  Since  the  U.S.  Patent  Office  typically  takes 
less  than  three  years  to  review  patent  applications,  the  net  effect  of  the  URAA  will 
be  to  extend  patent  life  for  most  U.S.  patents. 
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Congress  also  addressed  the  transitional  issue  of  what  rules  should  apply  to  pat- 
ents in  effect  on  June  8,  1995,  the  effective  date  of  the  URAA.  The  URAA  provides 
that  the  term  of  patents  in  force  on  June  8,  1995,  will  be  the  longer  of  17  years 
from  the  date  of  issue  or  20  years  from  the  date  of  application. 

For  patents  in  effect  on  June  8,  1995,  the  URAA  provides  that  patents  entitled 
to  the  longer  20  year  period  will,  in  some  situations,  not  afford  certain  legal  rem- 
edies that  are  currently  available  to  protect  against,  or  compensate  for,  the  infringe- 
ment of  patents — namely  injunctions,  damages,  and  attorney  fees.  If  a  patent  is  in- 
fringed by  an  act  that  became  infringing  only  because  the  patent  was  extended  by 
the  URAA,  and  the  infringer  had  made  a  substantial  investment  related  to  the  in- 
vention before  June  8,  1995,  in  reliance  on  the  original  patent  expiration  date,  the 
only  remedy  that  will  be  available  is  the  right  to  obtain  "equitable  remuneration" 
for  the  value  of  the  infringement. 

This  transitional  provision  is  available  to  all  U.S.  industries  except  one — generic 
pharmaceuticals.  Because  of  an  unintentional  loophole  in  the  URAA,  a  generic  drug 
company  that  wishes  to  market  its  drug  during  the  extended  period  of  the  patent 
cannot  obtain  the  benefits  of  this  transitional  provision.  The  United  States  Court 
of  Appeals  for  the  Federal  Circuit  has  recently  determined  that  under  the  complex 
generic  drug  approval  process  established  by  the  1984  amendments  to  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (FFDCA),  the  Food  and  Drug  Administration  (FDA) 
may  not  approve  a  generic  drug  until  the  patent,  as  extended  by  the  URAA,  expires. 
Without  FDA  approval,  these  generic  drugs  cannot  be  marketed.  Thus,  the  generic 
drug  industry  aoes  not  have  the  option  of  marketing  its  products  during  the  ex- 
tended patent  term  and  paying  compensation  to  the  patent  holder  under  any  cir- 
cumstances. 

The  inability  of  the  generic  pharmaceutical  industry  to  benefit  from  the  transi- 
tional provision  was  not  intended  by  Congress,  but  instead  is  solely  the  result  of 
the  complex  interrelationship  between  the  URAA  and  the  FFDCA.  There  is  nothing 
in  the  legislative  history  indicating  that  Congress  intended  that  the  URAA  affect 
the  generic  pharmaceutical  industry  differently  than  it  affects  all  other  industries. 
Moreover,  in  a  May  19,  1995,  letter  to  FDA  Commissioner  Kessler,  the  U.S.  Trade 
Representative,  who  took  the  lead  for  the  Administration  in  drafting  the  URAA  and 
negotiating  with  Congress,  states  that  it  was  the  intention  of  the  URAA  "to  permit 
generic  pharmaceutical  producers  to  market  their  products  [in  which  they]  had 
made  substantial  investments  in  anticipation  [of|  the  expiration  of  the  unextended 
patent  term." 

The  innovator  pharmaceutical  industry  maintains  that  it  is  entitled  to  this  special 
treatment  under  the  URAA  considering  the  high  cost  of  research  and  the  concomi- 
tant need  for  extended  protection  from  competition.  There  is,  however,  no  basis  for 
treating  innovator  pharmaceutical  companies  differently  from  all  other  businesses. 
The  URAA  grants  all  patent  holders,  including  innovator  drug  companies,  longer  pe- 
riods of  patent  protection  for  new  patents.  The  statute  balances  these  new  rights 
for  patent  holders  against  the  right  of  businesses  that  have  made  substantial  invest- 
ments in  reliance  on  the  original  patent  expiration  dates  in  planning  their  entry 
into  the  market. 

The  transitional  rules  should  be  applied  to  the  generic  pharmaceutical  industry 
just  as  they  are  applied  to  other  businesses.  I  appreciate  your  inquiry  concerning 
this  important  matter,  and  I  will  be  pleased  to  continue  to  work  with  you  on  secur- 
ing an  appropriate  remedy. 

The  Office  of  Management  and  Budget  advises  that  there  is  no  objection  to  the 
submission  of  this  report  to  Congress  from  the  standpoint  of  the  Administration's 
program. 

Sincerely, 

Donna  E.  Shalala. 

Senator  Pryor.  Thank  you.  I  also  think,  Mr.  Chairman  and  col- 
leagues, that  the  coming  witnesses,  for  example.  Ambassador 
Kantor,  will  be  much  more  qualified  to  address  these  specific  issues 
than  this  Senator  would  be  able  to. 

Generically,  though,  if  I  may  use  the  word  "generically",  take 
Glaxo,  the  company  that  is  benefiting  most  from  our  egregious 
error.  Last  year,  they  made  $3.3  billion.  They  made  $3.3  billion. 
They  were  one  of  the  most  profitable  companies  in  the  world.  Their 
operating  margin  was  34  percent.  That  was  unheard  of.  I  do  not 
think  there  was  another  company  that  had  an  operating  margin  of 
37  percent. 
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Also,  we  have  seen  in  the  last  5  and  6  years,  Senator  Heflin  and 
colleagues,  we  have  seen  a  trend,  and  I  am  sorry  for  this  trend,  but 
the  drug  companies  today  are  spending  now  a  greater  percentage 
on  advertising  and  on  marketing  than  they  are  on  research.  They 
are  spending  more  on  advertising  and  marketing  than  they  are 
plowing  back  into  research  dollars.  This  is  notwithstanding  the  tre- 
mendous advertising  campaign  from  Mr.  Mossinghoff,  who  will 
come  forward  in  a  moment  and  testify,  of  those  companies  that  he 
represents. 

And  finally,  the  research  on  Zantac  by  Glaxo,  that  was  done. 
Senator  Heflin,  20  years  ago.  That  was  done  20  years  ago,  and  the 
reason  for  the  patent  in  the  first  place  is  to  allow  and  permit  and 
encourage  the  drug  companies  to  do  research,  bring  these  drugs  to 
the  market,  and  then  give  them  17  years  to  recapture  all  of  those 
funds  that  they  expended  in  researching  and  bringing  this  drug  to 
the  marketplace. 

I  think  that  they  have  had  more  than  adequate  time.  They  have 
had  more  than  adequate  profits  to  compensate  themselves  for  the 
research  that  they  expended  many,  many  years  ago. 

The  Chairman.  We  want  to  thank  you  both  for  appearing  today. 

Senator  Chafee.  Let  me  just  say,  I  do  not  think  that  what  we 
are  proposing  here  has  anything  to  do  with  upsetting  the  balance 
that  was  achieved  under  the  so-called  Hatch-Waxman  law.  What 
we  are  proposing  making  sure  we  correctly  transition  to  the  new 
post-GATT  system.  This  transition  does  not  affect  drug  research 
and  development  at  all.  In  fact,  the  companies  are  very  well  pro- 
tected, since  any  competitor  that  wants  to  go  to  market  on  the  old 
patent  schedule  has  to  show  a  substantial  investment,  and  has  to 
pay  remuneration  to  the  companies.  That  is  all  continued  in  the 
amendment  that  we  are  proposing. 

The  Chairman.  We  thank  both  of  you  for  being  here.  We  appre- 
ciate your  testimony  and  we  will  note  that  in  the  record. 

Senator  Pryor.  Thank  you,  Mr.  Chairman. 

The  Chairman.  We  would  like  to  call  on  Ambassador  Kantor. 

If  I  could.  Senator  Brock,  let  me  call  on  you  at  the  same  time. 
I  understand  you  have  to  leave,  and  maybe  you  can  both  come  to 
the  table  at  the  same  time. 

Mr.  Brock.  I  am  fine,  Mr.  Chairman. 

The  Chairman.  Why  don't  you  both  come  up?  You  are  both  trade 
representatives  and  we  might  as  well  hear  both  of  your  testimonies 
together. 

I  want  to  thank  Senator  Heflin  for  some  of  his  comments.  He 
made  some  very  important  points.  That  is  exactly  what  we  are 
going  to  discuss  in  the  next  hearing,  and  I  think  you  will  enjoy  that 
session. 

There  will  be  evidence,  I  am  told,  that  marketing  exclusivity  has 
actually  decreased  since  the  passage  of  our  1984  Hatch-Waxman 
bill.  If  that  is  so,  that  is  not  very  fair,  and  we  will  have  to  take 
that  into  consideration. 

I  think  it  is  an  overstatement  to  say  that  this  industry  should 
be  condemned  because  companies  are  spending  money  on  advertis- 
ing. Frankly,  this  industry  spends  more  money  on  research  than 
any  other  industry,  $15  billion  by  the  most  recent  account.  It 
amounts  to  18  percent  of  sales.  No  other  industry  can  even  come 
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close  to  that.  It  costs  about  $500  million  to  create  an  average,  new, 
major  drug  today.  That  is  a  lot  of  money.  Can  you  imagine  how 
many  billions  of  dollars  in  gross  sales  you  have  to  have  to  recoup 
those  particular  research  and  development  moneys?  So  this  is  im- 
portant to  consider. 

I  might  also  add  that  in  1984,  the  Roche  v.  Bolar  case  basically 
held  that  companies  could  not  use  the  patent  information  to  pre- 
pare a  generic  drug  application  until  the  patent  expired.  The 
Hatch- Waxman  Act  overruled  Bolar,  so  that  these  companies  can 
now,  on  an  average  of  a  cost  of  about  $1  million,  start  producing 
products.  It  costs  the  research  companies  up  to  half-a-billion  dol- 
lars to  get  to  the  same  point.  I  have  to  say  that,  if  they  are  actually 
losing  patent  protection  and  marketing  exclusivity  after  Hatch- 
Waxman,  then  that  is  something  we  have  to  look  into.  That  would 
not  be  fair  and  it  would  decrease  the  amount  of  total  research  and 
development  that  companies  could  make. 

The  Hatch- Waxman  Act  was  supposed  to  resolve  some  of  these 
problems.  It  helped  to  create  a  very  vibrant,  strong  generic  drug  in- 
dustry, which  I  want  to  support  very  strongly  in  every  way  I  can. 
So  it  is  not  quite  as  simple  as  has  been  explained  here  today. 

But  having  said  that,  let  me  just  make  one  other  comment.  We 
have  heard  statements  made  that  one  manufacturer,  Glaxo,  indi- 
cates that  is  not  true,  reaping  $6  million  a  day  because  of  the 
GATT.  My  information  is  because  the  company  has  patented  status 
on  two  forms  of  its  product  and  no  generic  could  go  into  market 
until  September  of  this  year  by  anyone's  estimate. 

We  will  turn  to  you  first.  Ambassador  Kantor,  and  we  welcome 
you  to  the  committee.  We  appreciate  the  very  difficult  job  that  you 
have  had  as  you  have  served  in  this  position,  as  Senator  Brock  did 
when  he  served  in  the  position  as  one  of  your  predecessors.  We  ap- 
preciate how  difficult  this  is  for  you  and  we  will  be  interested  in 
what  you  have  to  say.  Then  we  will  turn  to  Senator  Brock  for  his 
testimony. 

We  will  not  limit  you  in  time,  although  the  rest  of  the  witnesses 
are  going  to  have  to  adhere  to  a  5-  to  7-minute  limit. 

Mr.  Kantor. 

PANEL  CONSISTING  OF  HON.  MICHAEL  KANTOR,  U.S.  TRADE 
REPRESENTATIVE,  WASHINGTON,  DC;  AND  HON.  WILLIAM  E. 
BROCK,  CHAIRMAN  EMERITUS,  THE  BROCK  GROUP,  AND 
FORMER  U.S.  TRADE  REPRESENTATIVE 

STATEMENT  OF  MICHAEL  KANTOR 

Mr.  Kantor.  Thank  you,  Mr.  Chairman.  I  will  try  to  be  as  brief 
as  possible. 

I  am  honored  to  sit  with  not  only  a  fellow  and  native  Tennessean 
but  also  an  ex-USTR.  You  did  not  know  when  you  had  us  up  here 
you  had  double  trouble  in  front  of  you,  both  the  State  of  Tennessee 
and  Trade  Representative  status  here.  Although  we  will  never 
meet  Strauss's  reputation,  we  will  do  the  best  we  can. 

The  Chairman.  I  am  not  sure  you  want  to  meet  his  reputation. 
[Laughter.] 

Mr.  Kantor.  It  is  a  pleasure  to  appear  before  you  and  members 
of  this  committee  today  to  discuss  the  TRIPS  agreement  and  the 
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Uruguay  Round  Agreements  Act  and  the  unintended  situation  we 
found  ourselves  in  with  respect  to  the  marketing  of  generic  phar- 
maceutical products  in  the  United  States. 

As  many  of  you  are  aware,  the  United  States  modified  the  way 
in  which  it  calculates  patent  terms  as  a  result  of  the  Uruguay 
Round  Agreements  Act.  We  have  moved  from  a  17-years-from-grant 
system  to  a  20-years-from-filing  system.  This  new  system  will 
apply  to  new  patents  and  to  existing  patents.  The  owners  of  exist- 
ing patents  will  receive  the  longer  of  the  term  calculated  under  the 
old  and  new  system  which  in  many  cases  will  result  in  an  exten- 
sion of  patent  terms  of  up  to  approximately  20  months. 

To  lessen  the  effect  of  these  term  extensions  to  those  who  made 
a  substantial  investment  to  use  the  patented  invention  in  reliance 
on  the  original  expiration  date,  the  URAA  permits  these  people  and 
companies  to  make  use  of  the  invention  during  the  extension  pe- 
riod. However,  in  order  to  take  advantage  of  this  provision,  a  sub- 
stantial investment  must  have  been  made  by  June  8,  1995,  and  the 
user  of  the  technology  must  pay  a  reasonable  remuneration  to  the 
patent  owner  for  such  use.  I  think  that  answers  to  a  great  degree 
what  Senator  Heflin  was  talking  about.  This  kind  of  equity-based 
transitional  provision  is  contemplated  and  sanctioned  by  the  TRIPS 
agreement. 

When  we  drafted  this  transitional  provision,  Mr.  Chairman,  we 
and  the  Congress  intended  it  to  apply  to  all  types  of  patented  tech- 
nology. There  were  no  exceptions  and  we  expected  no  distinctions 
to  be  made  between  electronic  products,  pharmaceutical  products, 
or  any  other  type  of  patented  products.  By  contrast,  when  we  in- 
tended to  distinguish  between  types  of  intellectual  property  in  the 
act,  the  URAA,  we  did  so  clearly  and  unambiguously. 

The  lack  of  any  distinctions  between  technologies  in  Section  532 
of  the  URAA  or  the  relevant  portions  of  the  Statement  of  Adminis- 
trative Action  clearly  indicate  that  we  intended  no  distinction  to  be 
made.  We  intended  that  as  long  as  substantial  investment  was 
made  before  June  8,  1995,  and  a  reasonable  remuneration  is  paid, 
the  use  during  the  transition  period  would  be  permitted. 

The  Congress  and  the  administration  did  not,  however,  take  into 
account  the  technical  interrelationship  between  the  Patent  Act  and 
the  regulation  of  pharmaceutical  products  by  the  Federal  Food, 
Drug,  and  Cosmetic  Act.  The  U.S.  Patent  and  Trademark  Office 
drafted  this  legislation  and  assumed  that  all  forms  of  technology 
would  be  treated  alike  under  this  provision.  Legislative  counsel  in 
both  the  House  and  the  Senate  reviewed  this  legislation  and  never 
raised  the  issue. 

In  fact,  no  one,  including  those  in  the  private  sector  who  watched 
these  developments  closely,  ever  articulated  or  advocated  any  posi- 
tion that  the  pharmaceutical  industry  was  exempted  from  this  pro- 
vision. This  committee  and  the  House  Judiciary  Committee  held  a 
joint  hearing  on  August  12,  1994,  to  review  the  intellectual  prop- 
erty provisions  of  the  URAA  and  not  a  single  reference  was  made 
to  this  matter.  The  Pharmaceutical  Research  Manufacturers  of 
America  testified  in  support  of  this  legislation  without  reservation. 

In  all  this  time,  not  a  single  reference  was  made  to  the  theory 
or  position  that  pharmaceuticals  may  be  treated  differently  than 
other  forms  of  technology.  In  fact,  this  formulation  was  based  on 
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the  Uruguay  Round  documents  as  early  as  1991,  supported  by  two 
administrations  and  never  challenged. 

The  Senate  passed  the  URAA  with  76  votes  for  and  24  votes 
against,  as  did  the  House  pass  this  legislation  with  288  votes  for. 
There  was  overwhelmingly  strong  support  for  this  legislation  in 
Congress  and  not  once — not  once— did  anyone  raise  the  issue  of  dif- 
ferential treatment  of  pharmaceutical  products  under  this  provi- 
sion. The  brand  name  manufacturers  of  this  product  did  not  men- 
tion it  and  now  intend  to  benefit  from  this  unintended  windfall  for 
them. 

We  did  not  intend  for  this  to  happen  and  we  support  the  correc- 
tion of  this  oversight  through  the  appropriate  amendments  to  the 
Food,  Drug,  and  Cosmetic  Act  and  the  Patent  Act. 

Some  have  claimed  that  the  extension  of  the  transition  provision 
to  pharmaceutical  products  would  undermine  ongoing  U.S.  efforts 
to  seek  high  levels  of  intellectual  property  protection  around  the 
world.  This  assertion  is  not  correct.  This  administration  and  a 
broad  bipartisan  coalition  in  the  Congress  in  both  Houses  have 
been  forceful  advocates  of  intellectual  property  rights.  We  have  ex- 
pended countless  resources  towards  encouraging  our  trading  part- 
ners to  provide  both  strong  intellectual  property  rights  and  the  en- 
forcement regime  necessary  to  make  sure  those  rights  are  honored. 

Our  conclusion  of  the  NAFTA,  including  its  intellectual  property 
chapter,  and  the  TRIPS  agreement  are  milestones  in  the  movement 
toward  strong  worldwide  protection  of  intellectual  property.  We 
have  also  pressed  our  trading  partners  in  a  bilateral  basis  to  in- 
clude 13  more  agreements,  increasing  the  level  of  intellectual  prop- 
erty protection  even  higher. 

We  will  enforce  these  agreements  vigilantly.  They  represent  im- 
portant gains  for  U.S.  authors,  inventors,  and  artists,  U.S.  workers, 
and  U.S.  businesses.  We  expect  our  trading  partners  to  live  up  to 
them.  The  recent  formation  of  an  enforcement  unit  at  USTR  is  a 
signal  to  our  trading  partners  of  our  commitment  to  these  goals.  In 
fact,  we  recently  brought  a  case  against  the  Japanese  for  their  fail- 
ure to  provide  adequate  protection  for  sound  recordings  under  the 
TRIPS  agreement. 

These  efforts  would  be  unaffected  if  the  inadvertent  error  in  the 
Uruguay  Round  Agreements  Act  were  corrected.  The  United  States 
is  acting  wholly  within  its  rights  under  the  TRIPS  agreement  in  its 
creation  of  the  transition  provision,  as  other  countries  would  be  if 
they  did  the  same.  It  is  particularly  important  to  note  that  we  have 
already  established  a  transition  provision  with  respect  to  all  types 
of  patents  other  than  pharmaceutical  patents. 

Extending  it  to  pharmaceutical  patents  would  in  no  way  increase 
the  ability  of  our  trading  partners  to  justify  their  failure  to  provide 
TRIPS-consistent  patent  protection.  You  can  be  sure  that  if  one  of 
our  trading  partners  tries  to  overstep  the  equitable  treatment  per- 
mitted by  the  TRIPS  agreement  or  otherwise  fails  to  live  up  to  this 
agreement,  we  will  vigorously  pursue  any  and  all  remedies  to  bring 
them  into  compliance  with  their  international  obligation. 

Thank  you  for  the  opportunity  to  address  this  important  issue, 
and,  of  course,  I  would  be  happy  to  answer  any  questions  from  the 
committee  at  the  appropriate  time. 

[The  prepared  statement  of  Mr.  Kantor  follows:] 
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Prepared  Statement  of  Michael  Kantor 

Mr.  Chairman,  members  of  the  Committee,  it  is  a  pleasure  to  appear  before  you 
today  to  discuss  the  TRIPs  Agreement,  the  Uruguay  Round  Agreements  Act,  and 
the  unintended  situation  we  find  ourselves  in  with  respect  to  the  marketing  of  ge- 
neric pharmaceutical  products  in  the  United  States. 

As  many  of  you  are  aware,  the  United  States  modified  the  way  in  which  it  cal- 
culates patent  terms  as  the  result  of  the  Uruguay  Round  Agr6ements  Act.  We  have 
moved  from  a  seventeen-years-from-grant  system  to  a  twenty-years-from-filing  sys- 
tem. This  new  system  will  apply  to  new  patents  and  to  existing  patents.  The  owners 
of  existing  patents  will  receive  the  longer  of  the  terms  calculated  under  the  old  and 
new  system,  which  in  many  cases  will  result  in  an  extension  of  patent  terms  of  up 
to  approximately  twenty  months. 

To  lessen  the  effect  of  these  term  extensions  to  those  who  made  a  substantial  in- 
vestment to  use  the  patented  invention  in  reliance  on  the  original  expiration  date, 
the  Uruguay  Round  Agreements  Act  permits  these  people  and  companies  to  make 
use  of  the  invention  during  the  extension  period.  To  take  advantage  of  this  provi- 
sion, the  substantial  investment  must  have  been  made  by  June  8,  1995,  and  the 
user  of  the  technology  must  pay  a  reasonable  remuneration  to  the  patent  owner  for 
use.  The  kind  of  equity-based  transitional  provision  is  contemplated  and  sanctioned 
by  the  TRIPs  Agreement. 

When  we  drafted  this  transitional  provision,  we  intended  it  to  apply  to  all  types 
of  patented  technology,  and  expected  no  distinctions  to  be  made  between  electronic 
products,  pharmaceutical  products,  or  any  other  type  of  patented  products.  By  con- 
trast, when  we  intended  to  distinguish  between  types  of  intellectual  property  in  the 
URAA,  we  did  so  clearly  and  umambigously — the  lack  of  any  distinctions  between 
technologies  in  section  532  of  the  URAA  or  the  relevant  portions  of  the  Statement 
of  Administrative  Action  clearly  indicates  that  we  intended  no  distinction  to  be 
made.  We  intended  that  as  long  as  substantial  investment  was  made  before  June 
8,  1995,  and  reasonable  renumeration  is  paid,  the  use  during  the  transition  period 
would  be  permitted. 

The  Congress  and  the  Administration  did  not,  however,  take  into  account  the 
technical  interrelationship  between  the  Patent  Act  and  the  regulation  of  pharma- 
ceutical products  by  the  Federal  Food,  Drug  and  Cosmetic  Act.  The  U.S.  Patent  and 
Trademark  Office  drafted  this  legislation  and  assumed  that  all  forms  of  technology 
would  be  treated  alike  under  this  provision.  Legislative  Counsel  in  both  the  House 
and  the  Senate  reviewed  this  legislation  and  never  raised  this  issue. 

In  fact,  no  one — including  those  in  the  private  sector  who  watched  these  develop- 
ments closely — ever  articulated  or  advocated  any  position  that  the  pharmaceutical 
industry  was  exempted  from  this  provision.  This  Committee  and  the  House  Judici- 
ary Committee  held  a  joint  hearing  on  August  12,  1994,  to  review  the  intellectual 
property  provisions  of  the  URAA  and  not  a  single  reference  was  made  to  this  mat- 
ter. The  Pharmaceutical  Research  Manufacturers  of  America  testified  in  support  of 
this  legislation  without  reservation.  In  all  this  time,  not  a  single  reference  was  made 
to  the  theory  or  position  that  pharmaceuticals  may  be  treated  differently  than  other 
forms  of  technology.  In  fact,  this  formulation  was  based  on  the  Uruguay  Round  doc- 
uments as  early  as  1991,  supported  by  two  administrations  and  never  challenged. 

The  Senate  passed  the  URAA  with  76  votes  for  and  24  against,  as  did  the  House 
with  288  votes  for  and  146  votes  against.  There  was  overwhelmingly  strong  support 
for  this  legislation  in  Congress  and  not  once  did  anyone  raise  the  issue  of  differen- 
tial treatment  of  pharmaceutical  products  under  this  provision.  The  brand  name 
manufacturers  of  these  products  did  not  mention  it  and  now  intend  to  benefit  from 
this  unintended  windfall  for  them. 

We  did  not  intend  for  this  to  happen,  and  we  support  the  correction  of  this  over- 
sight through  the  appropriate  amendments  to  the  Food,  Drug  and  Cosmetic  Act  and 
the  Patent  Act. 

Some  have  claimed  that  the  extension  of  the  transition  provision  to  pharma- 
ceutical products  would  undermine  ongoing  U.S.  efforts  to  seek  high  levels  of  intel- 
lectual property  protection  around  the  world.  This  assertion  is  not  correct.  This  Ad- 
ministration and  a  broad  bipartisan  coalition  in  the  Congress  in  both  Houses  have 
been  forceful  advocates  of  intellectual  property  rights.  We  have  expended  countless 
resources  toward  encouraging  our  trading  partners  to  provide  both  strong  intellec- 
tual property  rights  and  the  enforcement  regime  necessary  to  make  sure  those 
rights  are  honored.  Our  conclusion  of  the  NAFTA,  including  its  intellectual  property 
chapter,  and  the  TRIPs  Agreement  are  milestones  in  the  movement  towards  strong 
world-wide  protection  of  intellectual  property.  We  have  also  pressed  our  trading 
partners  on  a  bilateral  basis  to  conclude  thirteen  more  agreements  increasing  the 
level  of  intellectual  property  protection  even  higher. 
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We  will  enforce  these  agreements  vigilantly.  They  represent  important  gains  for 
U.S.  authors,  inventors  and  artists,  U.S.  workers,  and  U.S.  businesses.  We  expect 
our  trading  partners  to  live  up  to  them.  The  recent  formation  of  an  enforcement  unit 
at  USTR  is  a  signal  to  our  trading  partners  of  our  commitment  to  these  goals.  In 
fact,  we  recently  brought  a  case  against  the  Japanese  for  their  failure  to  provide 
adequate  protection  for  sound  recordings  under  the  TRIPs  Agreement. 

These  efforts  would  be  unaffected  if  the  inadvertent  error  in  the  Uruguay  Round 
Agreement  Act  were  corrected.  The  United  States  is  acting  wholly  within  its  rights 
under  the  TRIPS  Agreement  in  its  creation  of  the  transition  provision,  as  other 
countries  would  be  if  they  did  the  same.  It  is  particularly  important  to  note  that 
we  have  already  established  the  transition  provision  with  respect  to  all  types  of  pat- 
ents other  than  pharmaceutical  patents — extending  it  to  pharmaceutical  patents 
would  in  no  way  increase  the  ability  of  our  trading  partners  to  justify  their  failure 
to  provide  TRIPs-consistent  patent  protection.  You  can  be  sure  that  if  one  of  our 
trading  partners  tries  to  overstep  the  equitable  treatment  permitted  by  the  TRIPs 
Agreement,  or  otherwise  fails  to  live  up  to  the  TRIPs  Agreement,  we  will  vigorously 
pursue  any  and  all  remedies  to  bring  them  into  compliance  with  their  international 
obligations. 

Thank  you  again  for  the  opportunity  to  address  this  important  issue.  I  would  be 
happy  to  take  any  questions  you  may  have. 

The  Chairman.  Thank  you,  Mr.  Kantor. 
We  will  turn  to  Senator  Brock  at  this  point. 

STATEMENT  OF  WILLIAM  E.  BROCK 

Mr.  Brock.  I  was  starting  to  ask  Mickey  if  he  was  having  fun 
yet. 

I  want  to  thank  you  for  the  chance  to  be  with  you  today  and  I 
particularly  appreciate  the  chance  to  be  here  with  the  Trade  Am- 
bassador. I  have  great  respect  for  him  and  for  the  organization  that 
he  leads.  I  think  this  country  has  made  really  extraordinary 
progress  in  the  last  15  or  20  years  and  it  continues  to  do  so  now 
in  constructing  an  international  trade  system  of  advantage  to  our 
workers  and  to  our  businesses. 

Let  me  state  for  the  record  at  the  outset  that  my  firm  has  been 
retained  by  Glaxo- Wellcome.  I  should  add  that  they  did  not  come 
to  us.  I  was  talking  to  Jerry  Mossinghoff  and  he  told  me  about  this 
problem  and  the  legislation  that  has  been  proposed  and  I  volun- 
teered to  get  involved  because  of  the  concern  that  I  had  about  the 
proposed  legislation  that  you  are  considering.  I  have  major  reserva- 
tions because  I  believe  it  would  set  an  unfortunate  precedent  and 
undermine  our  ability  to  safeguard  our  intellectual  property  rights 
worldwide. 

I  am  not  here  to  debate  what  was  and  was  not  addressed  in  the 
TRIPS  negotiations  or  in  the  Congressional  consideration  of  imple- 
menting legislation.  The  question,  I  think,  is  should  U.S.  policy  be 
changed,  and  I  think  the  answer  is  no. 

Let  me  just  lay  down  a  little  bit  of  context  for  you.  I  was  given 
the  opportunity  to  serve  in  this  job  that  Mickey  has  now  in  1981, 
in  January.  We  called  for  the  first  ministerial  meeting  worldwide 
in  9  years  in  Geneva  in  1982  to  start  consideration  of  those  issues 
that  were  not  covered  by  the  GATT  that  were  of  personal  and  di- 
rect interest  to  virtually  every  person  in  the  United  States.  That 
included  intellectual  property,  but  it  also  covered  services  and  in- 
vestment. 

It  took  us  almost  15  years  to  take  that  first  step  and  bring  it  to 
fruition  under  Ambassador  Kantor  in  the  successful  conclusion  of 
the  Uruguay  Round.  That  was  an  extraordinary  effort  by  people  in 
both  parties,  Presidents  in  both  parties.  Ambassadors  in  both  par- 
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ties  and  their  people,  but  I  think  it  is  real  important  to  talk  about 
what  an  extraordinary  achievement  it  was. 

In  all  candor,  given  the  opposition  that  I  had  when  I  raised  the 
issue  of  intellectual  property  in  1981  and  1982,  to  have  come  as  far 
as  we  have  is  a  testament  to  the  perseverance  and  the  integrity  of 
the  U.S.  effort  which  went  forward  for  those  next  15  years.  We 
won,  but  not  everything  was  achieved  overnight.  We  did  make  a 
tremendous  step  forward. 

The  problem  is  that  when  you  look  at  the  issue  in  that  context, 
you  have  to  understand  that  we  are  still  implementing  the  agree- 
ments and  we  will  not  have  them  finalized  until,  I  think,  the  year 
2006,  if  that  is  correct,  Mickey. 

So  I  guess  I  look  at  it  from  where  we  were  and  where  we  are 
and  where  we  are  going  to  go  in  the  next  few  years.  We  still  have 
problems  with  countries  that  are  trying  to  steal  our  intellectual 
property.  We  made  studies  back  in  the  early  1980's  that  American 
firms  and  American  workers  were  losing  $60  billion  a  year.  I  think, 
Mr.  Chairman,  you  noted  that  we  were  losing  $5  billion  in  this  in- 
dustry alone  due  to  the  theft  of  intellectual  property.  We  have 
fights  going  right  now.  Japan,  Portugal,  Australia,  Argentina, 
Brazil  are  still  abusing  what  we  think  are  the  fair  rules  and  rules 
which  allow  us  to  compete  equitably. 

The  United  States  simply  cannot  back  off  from  that  leadership 
that  we  have  been  exercising.  I  think  that  is  what  would  happen 
if  we  adopt  this  particular  proposal.  It  is  true  that  some  third-party 
activities  were  grandfathered,  and  intentionally  so,  by  Congress 
when  it  passed  the  Uruguay  Round  legislation.  But  it  also  is  true 
that  it  passed  it  within  the  context  of  the  Hatch- Waxman  legisla- 
tion, which  dealt  with  the  very  special  problem  that  obtains  in  the 
pharmaceutical  industry. 

As  Senator  Heflin  has  noted,  the  Congress  has  worried  a  lot 
about  the  need  to  maintain  a  research  base  in  the  United  States 
that  is  unique  and  world-superior,  not  just  world-equal,  to  any 
other  country,  any  other  industry.  We  in  the  Hatch- Waxman  were 
dealing  with  the  fact  that  the  courts,  as  the  chairman  knows  better 
than  anybody,  had  ruled  in  a  very  constrained  way  against 
generics.  What  the  Congress  did  was  to  try  to  achieve  a  balance 
with  Hatch- Waxman  that  allowed  the  generics  to  make  some  of 
these  investments  and  to  participate  by  being  able  to  go  to  market 
quickly  after  the  term  of  the  patent  expired. 

Laying  that  down  as  the  first  predicate,  that  the  Hatch- Waxman 
legislation  was  an  honorable,  clear,  and  I  think  fair  compromise 
that  offered  balance  to  both  sides,  equity  to  both  sides,  we  then  go 
to  the  TRIPS  negotiation  and  this  discussion  that  I  have  heard  ear- 
lier today  that  somehow  we  gave  patent  holders  extended  terms 
and  unintended  benefits.  That  is  simply  not  true. 

We  changed  the  way  in  which  we  date  these  patents,  from  the 
date  of  grant  back  to  the  date  of  filing,  and  as  Senator  Heflin 
knows,  sometimes  it  can  take  substantially  more  than  3  years.  So 
there  were  some  that  were  maybe  advantaged  to  a  limited  degree, 
some  that  were  disadvantaged,  but  what  we  did  was  to  have  a  ne- 
gotiation that  allowed  U.S.  firms  to  operate  under  the  same  rules 
as  everybody  else  did  in  the  world. 
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What  I  am  worried  about  is  that  the  exception  that  was  noted 
in  the  TRIPS  agreement  for  those  that  might  be  disadvantaged  by 
the  change  in  the  rules  was  a  very,  very  narrow  exception.  What 
Pryor's  legislation  does  is  to  broaden  that  exception  in  a  markedly 
different  way  from  what  I  think  was  the  intention  of  the  nego- 
tiators, certainly  as  long  as  I  was  involved.  What  that  does  is  to 
give  a  terrible  precedent,  a  terrible  message  to  those  who  have 
abused  us  in  the  past. 

I  cannot  comment  on  Ambassador  Kantor's  statement,  which  I 
know  he  is  sincere  and  honorably  disposed  to  say,  that  this  will  not 
hurt  our  ability  to  negotiate  continued  strengthening  of  intellectual 
property.  What  I  can  say  to  you  on  the  basis  of  my  experience  is 
that  when  the  United  States  does  something  like  this,  others  do 
not  read  it  the  way  we  do.  Others  are  going  to  read  it  as  a  backing 
down  from  the  agreement  that  we  negotiated  over  15  years. 

Others  are  going  to  say,  this  offers  us  a  great  opportunity  to  say, 
well,  if  the  United  States  does  it,  why  cannot  we?  I  think  that  is 
a  precedent  we  cannot  afford  to  set  and  it  does  worry  me  when  you 
see  that  some  of  the  countries  are  already  using  precisely  this  ar- 
gument against  our  efforts  to  get  them  to  adhere  to  the  TRIPS  ac- 
cord. 

That  is  my  concern,  Mr.  Chairman.  As  I  say,  I  cannot  argue  what 
the  intentions  of  the  negotiators  were  or  what  the  intentions  of  the 
Congress  were  when  you  passed  this.  I  can  only  note  out  of  my  own 
personal  experience  that  this  is  a  message  that  is  unfortunate.  This 
is  a  message  that  has,  I  think,  negative  consequences  for  our  abil- 
ity to  get  people  to  do  the  things  that  we  know  are  right  for  Amer- 
ican workers  and  American  firms. 

We  are  talking  about  a  fundamentally  important  issue  to  this 
country.  These  jobs  that  are  held  in  the  pharmaceutical  firms  are 
the  best  jobs  in  America.  They  are  the  kind  of  jobs  we  want  our 
kids  to  have.  I  cannot  imagine  that  we  would  do  anything  that 
would  impede  or  in  any  way  reduce  the  capacity  of  our  research- 
base  firms  to  be  competitive  or  would  reduce  their  ability  to  com- 
pete fairly  and  equitably  in  other  markets.  I  think  that  is  the  effect 
of  this.  I  know  it  is  not  the  intention  but  I  think  it  is  the  effect 
and  I  do  not  think  that  is  healthy. 

Thank  you,  Mr.  Chairman. 

[The  prepared  statement  of  Mr.  Brock  follows:] 

Prepared  Statement  of  William  E.  Brock 

Let  me  thank  you  for  giving  me  the  opportunity  to  testify  before  this  committee 
today. 

First  let  me  state,  for  the  record,  that  the  Brock  Group,  of  which  I  am  a  principal, 
has  been  retained  by  Glaxo  Wellcome  on  this  matter.  Having  said  that,  you  all  know 
of  my  long  standing  commitment  to  a  strong  U.S.  trade  policy,  including  the  protec- 
tion of  intellectual  property  rights.  I  would  not  be  appearing  here  before  you  were 
it  not  for  my  deeply  held  view  that  the  Pryor/Brown  legislation  entails  significant 
and  unnecessary  risks  for  U.S.  trade  policy.  I  have  major  reservations  about  the  leg- 
islation because  I  believe  it  would  set  an  unfortunate  precedent  and  undermine  the 
United  States'  ability  to  safeguard  our  intellectual  property  rights  worldwide. 

When  I  became  the  United  States  Trade  Representative  in  the  first  Reagan  Ad- 
ministration, we  started  the  process  of  developing  an  international  trade  agenda  to 
follow-up  on  the  successes  of  the  Tokyo  Round.  We  wanted  to  move  the  trade  liber- 
alization process  forward.  Many  issues  had  simply  never  been  addressed  and  others 
had  been  concluded  in  a  less  than  satisfactory  manner.  By  the  early  1980s  it  was 
becoming  apparent  that  trade  flows  were  increasingly  being  affected  by  non-tariff" 
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barriers  which  would  require  that  the  GATT  develop  new  tools  with  which  to  ad- 
dress these  matters. 

We  started  a  dialog  with  our  counterparts  in  Europe,  and  elsewhere  around  the 
world  which  we  hoped  would  help  develop  the  agenda  for  the  next  round  of  multilat- 
eral trade  negotiations,  focusing  on  what  were  then  "new"  issues.  These  included 
services,  investment,  and  intellectual  property  protection. 

In  1982,  at  the  first  GATT  Ministerial  meeting  held  in  nine  years,  we  attempted 
to  launch  a  new  GATT  round.  We  were  unsuccessful  for  a  variety  of  reasons.  Pri- 
marily, however,  the  nations  of  the  world  were  generally  unconvinced  about  the 
need  for  negotiations  in  these  "new"  areas.  In  the  intellectual  property  rights  area, 
too  many  nations  around  the  world — countries  like  India  and  Brazil  in  particular — 
felt  that  they  had  little  to  gain,  and  much  to  lose,  from  a  regime  in  which  intellec- 
tual property  rights  were  respected. 

For  four  more  years,  we  continued  to  talk  to  our  trading  partners  to  convince 
them  of  the  need  to  focus  on  these  matters.  In  the  interim,  we  successfully  pursued 
bilateral  agreements  with  Israel  and  Canada.  These  agreements  were  noteworthy 
because  they  helped  prod  the  multilateral  process  forward. 

I've  described  this  long  and  arduous  process  because  it  underlines  the  obstacles 
we  faced  in  reaching  agreement  in  the  area  of  intellectual  property  rights.  Simply 
getting  other  countries  to  focus  on  IP  issues  was  a  long-fought  battle.  We  were  fi- 
nally able  to  launch  the  Uruguay  Round  negotiations  in  Punte  del  Este  in  1986.  Ne- 
gotiations continued  until  1993  when  they  were  concluded.  The  agreement,  however, 
did  not  enter  into  force  until  January  1995 — almost  15  years  after  we  first  started 
talking  about  the  need  for  further  trade  liberalization  as  well  as  the  type  of  IP  pro- 
tection which  have  been  embodied  in  the  TRIPS  chapter. 

The  implementation  of  the  Uruguay  Round  was  a  historical  development  in  inter- 
national economic  relations,  but  the  process  is  not  over.  Not  until  the  year  2006  will 
all  of  the  obligations  set  out  in  the  TRIPS  agreement  be  fully  implemented.  While 
the  process  of  implementation  may  be  less  glamorous  than  the  actual  negotiations, 
we  all  know  that  the  devil  is  in  the  details.  Unfortunately,  we  are  already  witness- 
ing significant  incidents  of  mischief  and  worse,  as  countries  move  toward  full  imple- 
mentation. 

As  we  speak,  the  United  States  is  in  the  midst  of  disputes  with  Japan,  Portugal, 
Argentina,  and  others  who,  in  one  way  or  another,  balk  at  fully  implementing  the 
commitments  made  as  part  of  the  TRIPS  agreement.  Too  many  nations  continue  to 
reject  the  notion  that  strong  IP  protection  enhances  international  trade  and  eco- 
nomic growth.  While  we  have  made  great  strides  forward,  both  developed  and  devel- 
oping countries — Japan,  Portugal,  Australia,  Argentina,  and  Brazil — are  still  at- 
tempting to  rewrite  or  undo  the  successes  of  the  TRIPS  agreement. 

For  example,  Japan  is  currently  denying  protection  to  U.S.  sound  recording  pro- 
duced before  1971,  despite  the  obligations  to  do  so  as  laid  out  in  the  TRIPS  agree- 
ment. Portugal  has  also  failed  to  extend  the  terms  of  its  patents  from  15  years  to 
the  20  years  required  by  the  TRIPS  agreement.  Australia,  contrary  to  its  TRIPS  ob- 
ligations, does  not  provide  protection  against  the  unfair  commercial  use  of  safety 
and  efficacy  data  submitted  to  the  Australian  government  for  gaining  marketing  ap- 
proval of  agrochemical  and  pharmaceutical  products.  Argentina  and  Brazil  have  yet 
to  fully  implement  the  TRIPS  agreement,  and  in  several  instances,  though  they  in- 
sist that  their  national  laws  are  consistent  with  their  obligations,  they  are  not. 

These  are  but  a  few  examples  of  the  difficulties  that  lie  ahead  with  comprehensive 
implementation  of  the  TRIPS  agreement.  I  believe  that  the  United  States  must  still 
lead,  as  we  have  in  the  past,  with  respect  to  implementation  of  the  Uruguay  Round. 

The  United  States  cannot  be  seen  to  waiver  in  its  commitment  to  strong  IP  pro- 
tection. We've  expended  too  much  time  and  energy  not  to  see  the  process  through 
to  its  conclusion. 

With  that,  let  me  turn  to  the  Pryor/Brown  legislation  and  my  concerns  about  its 
impact  on  those  many  years  of  work  in  the  area  of  intellectual  property  protection. 
One  of  the  significant  achievements  of  the  TRIPS  agreement  is  the  international 
harmonization  of  the  term  of  patent  protection  at  20  years  from  filing.  As  part  of 
the  implementing  legislation  for  the  Uruguay  Round  (Uruguay  Round  Agreements 
Act — URAA),  the  United  States  was  obligated  to  change  its  term  of  patent  protec- 
tion from  17  years  to  one  which  assures  a  term  of  at  least  20  years  from  the  filing 
date  of  the  patent.  This  was  carried  out  as  a  part  of  the  URAA  passed  by  Congress 
in  1994. 

Drafters  of  both  the  TRIPS  agreement  as  well  as  of  the  URAA  recognized  that 
some  third  parties  might  be  detrimentally  affected  by  the  change  in  calculating  the 
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patent  term  ^,  and  thus  transition  provisions  were  included  in  both  documents.  Arti- 
cle 70.4  of  the  TRIPS  allowed,  but  did  not  require  that  transition  provisions  be 
made  available  to  third  parties.  Accordingly,  the  URAA  "grandfathered"  third  par- 
ties in  situations  where  the  third  party  commences  an  act,  or  makes  a  substantial 
investment  toward  commission  of  such  acts,  before  the  effective  date  of  the  URAA. 
If  these  conditions  are  met,  then  the  third  party  may  continue  such  activity  even 
though  it  became  illegal  on  the  effective  date  of  the  URAA.  In  those  cases,  the  rights 
of  patent  holders  are  limited  in  terms  of  injunctive  relief  and  the  recovery  of  equi- 
table remuneration. 

While  some  third  party  activities  were  intentionally  "grandfathered"  by  Congress 
when  it  passed  the  URAA,  the  existence  of  the  Hatch- Waxman  amendment  passed 
in  1984  suggested  that  special  transition  provisions  of  the  generic  pharmaceutical 
would  not  be  justified.  In  part,  the  Hatch- Waxman  amendments  were  a  result  of  a 
court  case  in  1984,  Roche  v.  Bolar  in  which  the  U.S.  Court  of  Appeals  for  the  Fed- 
eral Circuit  held  that  a  third  party  use  of  a  patented  product  to  perform  pre-market 
health  or  safety  tests  constituted  patent  infringement.^ 

Later  in  1984,  Congress  legislatively  overruled  Roche  v.  Bolar  for  the  generic  in- 
dustry, giving  generic  firms  a  short-cut  for  drug  approval  before  the  FDA.  The 
Hatch- Waxman  Act  allows  generics  to  use  patented  products  to  conduct  testing  and 
other  activities  related  to  filing  a  drug  approval  application  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act.  This  special  treatment  is  the  only  instance  in  U.S.  patent 
law  of  which  I  am  aware  that  sanctions  patent  infringement. 

The  Hatch-Waxman  Act  also  gave  enormous  benefit  to  the  generics  by  allowing 
them  to  forego  the  lengthy  and  costly  process  for  establishing  the  safety  and  efficacy 
of  their  generic  drugs.  Instead,  they  were  allowed  to  use  safety  and  efficacy  data 
of  the  patentee.  In  return,  the  generic  companies  agreed  to  respect  the  patent  terms 
of  the  drugs  and  hold  off  on  the  marketing  of  their  products  until  after  the  expira- 
tion of  the  patent.  3 

Clearly,  with  the  Pryor/Brown  legislation,  generic  firms  are  seeking  to  reap  addi- 
tional benefits  that  go  beyond  that  carefully  and  balanced  benefits  they  received 
from  Hatch-Waxman.  While  the  language  purports  to  be  a  technical  adjustment  to 
the  URAA  legislation,  its  effect  would  be  to  shorten  the  patent  term  of  pioneer  phar- 
maceutical companies  by  authorizing  the  FDA  to  approve  the  marketing  of  generic 
copies  based  on  the  pre-URAA  patent  term  of  17  years  from  date  of  issue.  Thus, 
generic  drug  companies  would  continue  to  receive  the  special  benefit  from  Hatch- 
Waxman — being  allowed  to  use  the  safety  and  efficacy  data  of  the  pioneer  and  in- 
fringe their  patent  rights.  In  addition,  they  would  be  given  the  right  to  market  ge- 
neric drugs  before  expiration  of  the  full  patent  term. 

Generic  drug  companies  claim  that  they  are  the  only  industry  denied  the  "benefit" 
of  the  URAA  transitional  provisions.  In  fact,  generic  can  take  advantage  of  the 
URAA  transitional  provision  provided  that  they  do  not  also  utilize  the  Hatch-Wax- 
man procedure  that  permits  them  to  rely  on  the  safety  and  efficacy  data  of  the  drug 
companies.  What  the  generic  firms  are  asking  Congress  to  sanction  is  a  secondary 
benefit  unavailable  to  any  industry.  By  any  standard,  this  constitutes  undue  pref- 
erential treatment  of  the  generic  drug  industry  to  the  detriment  of  the  pioneer  phar- 
maceutical firms. 


1  Article  33  of  the  TRIPS  agreement  requires  that  the  term  of  protection  available  for  a  patent 
must  be  at  least  20  years  from  the  filing  of  the  application.  This  provision  permits  countries 
to  provide  for  extensions  of  patent  terms  to  yield  patent  terms  that  extend  beyond  twenty  years 
measured  from  the  filing  date. 

2  As  applied  to  the  pharmaceutical  industry,  the  ruling  states  that  generic  pharmaceutical 
firms  could  not  commence  the  process  of  receiving  FDA  approval  for  a  drug  until  AFTER  the 
expiration  of  the  patent  term  held  by  pioneer  pharmaceutical  companies. 

3  Congress  and  the  Administration  were  aware  of  the  Hatch-Waxman  provision  when  they 
were  drafting  the  URAA  because  they  amended  the  Bolar  exemption  provision  by  extending  the 
definition  of  infiingement  to  include  "offers  to  sell"  and  the  importation  of  infringing  products 
into  the  United  States. 

In  the  Statement  of  Administrative  Action  (SAA)  that  was  submitted  as  part  of  the  Uruguay 
Round  implementing  process,  the  Administration  took  pains  to  defend  the  Bolar  repeal  provision 
of  Hatch-Waxman  against  potential  charges  that  it  violates  the  anti-discrimination  provision  of 
TRIPS  Article  27(1).  The  SAA  noted  that  the  Bolar  repeal  was  a  "limited  exception"  to  the  exclu- 
sive rights  of  a  patent  holder  and  falls  wdthin  the  narrow  TRIPS  Article  30  exception  for  activi- 
ties that  "do  not  unreasonably  conflict  with  normal  exploitation  of  the  patent  and  do  not  unrea- 
sonably prejudice  the  legitimate  interest  of  the  patent  holder." 

Now,  vwth  the  Pryor/Brown  legislation,  the  generic  industry  is  suggesting  that  the  activities 
conducted  under  the  Bolar  exemption  are  far  more  than  narrow  activities  that  "do  not  unreason- 
ably conflict  with  the  normal  exploitation  of  the  patent."  Instead,  they  assert  that  this  limited 
activity  now  justifies  their  entry  into  the  market  before  the  patent  expires.  If  this  doesn't  inter- 
fere with  the  "normal  exploitation  of  the  patent"  it  is  hard  to  imaging  what  would. 
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Let  me  be  clear,  I  am  not  an  opponent  of  the  generic  drug  industry.  Generic  firms 
provide  a  valuable  service  within  the  broader  pharmaceutical  sector  by  encouraging 
competition  and  innovation.  However,  let  us  not  forget  who  it  is  that  makes  the  ge- 
neric industry  possible — the  pioneer  pharmaceutical  firms  which,  through  their  re- 
search and  development  efforts,  provide  society  with  revolutionary  new  treatments 
for  illness  and  disease.  Generics  have  never  developed  treatments  for  cardiovascular 
disease,  diabetes,  ulcers,  and  other  human  ailments. 

In  spite  of  the  role  that  generics  play,  let's  not  forget  that  innovation  comes  from 
the  pioneer  pharmaceutical  firms  at  significant  investments  of  time  and  money. 
Current  estimates  suggest  that  pioneer  drug  firms  spend  approximately  $350  mil- 
lion and  10-12  years  to  bring  a  new  drug  to  market.  And,  there  is  no  guarantee 
that  the  product  will  be  commercially  successful.  (More  recently,  Lehman  Brothers 
has  calculated  that  the  cost  may  be  closer  to  $600  million.) 

Let  me  return  to  the  international  ramifications  of  the  Pryor/Brown  legislation. 
The  strength  of  the  U.S.  economy  depends  increasingly  on  our  ability  to  protect  our 
intellectual  creations.  That  is  why  whenever  we  undertake  trade  negotiations,  intel- 
lectual property  rights  has  been  one  of  the  cornerstones  of  any  bilateral  of  multilat- 
eral agreement. 

On  behalf  of  the  European  Commission,  Sir  Leon  Brittan  has  expressed  concern 
"with  the  potential  impact  of  the  adoption  of  such  legislation  [Pryor/Brown]  on  third 
countries."  In  a  letter  to  Ambassador  Kantor  last  October,  Brittan  wrote  that  "*  *  * 
there  is  still  a  long  way  to  go  before  the  TRIPs  Agreement  is  implemented  by  our 
WTO  partners  and  we  both  have  further  objectives  to  pursue  at  the  bilateral  level 
in  terms  of  improved  protection  of  our  intellectual  property  rights.  I  am  therefore 
concerned  that  the  adoption  of  these  proposals  *  *  *  would  send  a  negative  and 
highly  visible  signal  to  those  numerous  countries  which  are  still  in  the  process  of 
preparing  new  legislation  on  the  protection  of  pharmaceutical  inventions." 

As  I  mentioned  earlier,  the  United  States  continues  to  be  embroiled  in  disputes 
with  other  nations  in  which  our  interpretation  on  the  TRIPS  agreement  is  being 
called  into  question.  Because  the  Pryor/Brown  legislation  would  give  preferential 
treatment  to  the  generics  industry  it  sends  an  unmistakable  message  that  special 
interest  constituencies  can  effectively  undermine  the  international  obligations  called 
for  in  the  Uruguay  Round  agreement.  U.S.  "leadership"  of  this  kind  will  not  be  over- 
looked by  our  trading  partners  in  Hungary,  India,  and  Brazil  who  have  refused  to 
grant  patent  protection  for  U.S.  drugs  or  agrichemicals. 

There  are  other  examples.  Portugal  has  used  "transition"  arguments  that  are 
similar  to  those  used  to  justify  the  Pryor/Brown  language.  Should  the  Pryor/Brown 
bill  be  enacted,  the  United  States  would  be  unable  to  challenge  Portugal  without 
calling  into  question  our  own  compliance  with  the  TRIPS  agreement.  Other  LDCs 
will  also  use  the  Pryor/Brown  amendments  as  a  "model"  and  demand  that  less  strin- 
gent interpretation  of  the  TRIPS  agreement  be  applied  to  their  particular  cir- 
cumstances. 

This  is  not  a  precedent  we  can  afford  to  set.  The  United  States  must  continue  to 
be  leader  on  full  implementation  of  every  aspect  of  the  TRIPS  agreement.  To  do  oth- 
erwise is  to  jeopardize  the  long  term  gains  we  worked  so  hard  to  achieve  in  the  Uru- 
guay Round.  Please  give  carefiil  consideration  to  the  overwhelmingly  negative  im- 
pact this  legislation  will  have  on  our  standing  on  international  IP  issues.  Thank 
you. 

The  Chairman.  Thank  you,  Senator  Brock. 

We  will  provide  5  minutes  for  questions  for  members  of  the  com- 
mittee. 

Ambassador  Kantor,  the  Federal  Circuit  stated  in  the  Royce 
case,  decided  last  November,  that  the  litigants  did  not  rely  upon 
nor  could  the  court  jdnd  any  contemporaneous  evidence  of  Congres- 
sional intent  on  the  question  of  interplay  between  Hatch- Waxman 
and  the  URAA,  the  Uruguay  Round  Agreement's  Act.  Are  you 
aware  of  any  such  evidence? 

Let  rr.e  just  read  what  the  court  said.  The  court  said  in  Royce — 
this  is  the  Federal  Circuit  Court  of  Appeals,  of  course,  which  deals 
with  these  very  technical  matters — "the  parties  have  not  pointed  to 
and  we  have  not  discovered  any  legislative  history  on  the  intent  of 
Congress  at  the  time  of  passage  of  the  URAA  regarding  the  inter- 
play between  the  URAA  and  the  Hatch- Waxman  Act." 
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Are  you  aware  of  any  such  evidence? 

Mr.  Kantor.  In  fact,  it  is  fascinating,  the  Statement  of  Adminis- 
trative Action  drafted  by  the  administration,  and  as  you  know,  re- 
viewed by  the  Congress,  which  is  now  in  force,  takes  care  of  any 
inconsistency  between  Hatch-Waxman  and  the  provision  we  are 
talking  about,  which  is  70.4  of  the  Uruguay  Round  Act  and  the 
Uruguay  Round  Agreement  Act  that  was  passed  here. 

The  fact  is,  that  is  one  more  bit  of  evidence,  Mr.  Chairman,  that 
we  were  so  concerned  about  making  sure  that  these  were  consist- 
ent that  we  did  pay  attention  to  this  provision,  532,  and  therefore 
if  we  had  meant  to  exempt  the  pharmaceutical  industry  from  the 
transition  provision,  which  no  other  industry  is  exempted  from,  we 
would  have  done  it. 

The  clear  reading  of  the  failure  of  the  Congress  and  the  adminis- 
tration to  do  that  can  only  lead  us  to  one  conclusion,  that  we  pre- 
cisely dealt  with  not  only  Hatch-Waxman  but  one  other  area  in  532 
and  exempted  those  or  made  them  conform,  that  we  assumed  all 
industries  could  take  advantage  of  this  transition  provision,  and  I 
think  that  is  a  key  point  here  that  you  have  just  made,  which  I 
appreciate. 

The  fact  is,  this  is  a  very  narrow  provision,  limited  in  time  and 
scope.  I  think  Senator  Pryor's  and  Senator  Chafee's  and  others'  leg- 
islation would  do  nothing  more  than  do  what  is  our  obligation,  is 
to  be  faithful  not  only  to  what  we  negotiated  but  to  what  we  dealt 
with  the  Congress  on  in  1994. 

The  Chairman.  I  am  concerned  about,  though,  about  section  271 
(e)(1)  of  the  patent  code.  Section  271(e)(1)  says  it  shall  not  be  an 
act  of  infringement  to  make,  use,  offer  to  sell  or  sell  or  import  a 
patented  invention  solely  for  the  uses  reasonably  related  to  the  de- 
velopment and  submission  of  information  under  a  Federal  law 
which  regulates  the  manufacture,  use,  or  sales  of  drugs  or  veteri- 
nary biological  products.  Greneric  drugs  are  the  only  industry  in  the 
world  that  has  that  exemption  from  patent  law. 

But  that  industry  does  not  like  section  (e)(2),  which  is  also  part 
of  the  law,  and  part  of  Hatch-Waxman.  Section  (e)(2)  says  it  shall 
be  an  act  of  infringement  to  submit  an  application  to  FDA  for  a 
drug  claimed  in  a  patent  if  the  purpose  of  such  submission  is  to 
obtain  approval  under  such  act  to  engage  in  the  commercial  manu- 
facture, use,  or  sale  of  a  drug  or  veterinary  biological  product 
claimed  in  a  patent  or  the  use  of  which  is  claimed  in  a  patent  be- 
fore the  expiration  of  such  patent. 

Section  271(e)(2)  plays  a  significant  role  here.  We  hear  a  lot  of 
talk  from  the  generic  industry  on  section  (1),  but  they  ignore  sec- 
tion 2,  because  they  do  not  like  it. 

Mr.  Brock.  Is  it  not  also  true,  Mr.  Chairman,  that  the  generics 
were  given  a  unique  advantage  in  the  Hatch-Waxman  legislation  to 
remedy  the  court  decision? 

The  Chairman.  They  are  the  only  business  in  the  world  that  is 
singled  out  by  Hatch-Waxman  for  special  treatment. 

Mr.  Brock.  That  is  right.  There  is  no  industry  that  has  the  ad- 
vantage that  the  generics  do  that  was  given  to  them  in  Hatch-Wax- 
man, none. 

The  Chairman.  Let  me  just  say  this.  The  administration  appears 
to  be  persuaded  by  the  argument  that  the  generic  drug  industry 
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has  been  inadvertently  singled  out  for  unequal  treatment  under  the 
URAA  grandfather  rules.  That  is  the  argument  being  made  by  the 
proponents  of  the  legislation  in  the  halls  of  Congress,  as  we  heard 
today  and  in  some  of  the  press,  of  some  in  the  press. 

Do  you  not  find  it  surprising  that  in  oral  argument  at  the  Fed- 
eral Circuit  Court  of  Appeals  and  in  a  brief  to  the  Supreme  Court 
of  the  United  States  of  America  an  attorney  for  the  generic  indus- 
try, Milton  Bass,  argued  exactly  the  opposite — exactly  the  opposite? 
He  says  that  it  is  probable  only  the  generic  industry  is  positioned 
to  take  advantage  of  the  transition  rules  should  the  Supreme  Court 
rule  in  the  generics  favor  and  reverse  the  interpretation  twice 
reached  by  the  Federal  Circuit. 

Here  is  what  Mr.  Bass,  who  represented  the  generic  industry, 
said,  "I  cannot  think  of  a  single  act  that  would  fit  that  definition 
except  the  generic  industry.  Your  Honor,  I  cannot  think  of  a  single 
act  that  was  not  infringing  before  June  8  that  became  infringing 
after  June  8  except  the  generic  industry." 

Then  he  also  said  later.  Judge  Schall  said,  "Are  you  sajdng  that 
the  URAA  statute  only  applies  to  drug — "  and  then  Bass  inter- 
rupted. He  said,  "No,  I  will  go  to  the  second  provision,  the  second 
provision.  Judge  Schall,  which  says  if  I  made  a  substantial  invest- 
ment, would  include  other  patents  but  primarily  even  here.  Judge, 
would  apply  to  generics.  I  will  tell  you  why." 

Then  he  says  this.  "With  other  patents,  a  company  is  limited  in 
what  they  can  spend  their  money  for  to  invest  before  the  patent  ex- 
pires, because  if  they  use  the  patent,  that  is  an  act  of  infringement. 
Only  in  this  case,  and  only  because  of  Hatch- Waxman  have  we 
overruled  Roche  v.  Bolar,  which  says  that  they  can  infringe,  in  es- 
sence, legally  infringe  the  pharmaceutical  company's  patent  before 
it  expires  so  that  they  can  come  right  as  soon  as  that  product 
comes  off-patent,  they  can  go  right  into  dissemination  of  the  exact 
same  product  as  long  as  it  is  bio-equivalent." 

That  is  what  we  wanted  to  do.  That  saved  the  generic  companies 
years  in  development  time  and  millions  and  millions  of  dollars. 
They  now  spend  about  $  1  million  to  prepare  for  marketing  of  their 
products  sometimes  literally  on  the  day  they  come  off-patent, 
whereas  the  brand-name  pharmaceutical  company  has  spent  up  to 
a  half-billion  dollars  to  try  and  get  a  patent  so  that  they  could  re- 
coup their  investment  in  the  innovator  drug. 

There  are  two  sides  to  this  question.  I  think  that  is  the  point  you 
are  making,  Senator  Brock,  and  certainly  it  is  a  point  that  I  make. 
It  really  does  not  come  down  to  one  or  two  companies  that  might 
make  more  money.  And  it  helps  consumers,  to  have  incentives  to 
continue  the  huge  investments  in  research  and  development. 

Mr.  Kantor.  If  I  might,  Mr.  Chairman,  just  a  very  brief  com- 
ment. 

The  Chairman.  Certainly. 

Mr.  Kantor.  As  Bill  would  know,  I  guess  the  beauty  of  the  posi- 
tion I  sit  in,  I  am  not  here  to  represent  either  part  of  this  industry. 
Both  sides  are  important  to  America  and  important  to  high-wage, 
high-skill  jobs  and  important  to  our  competitiveness  worldwide. 

My  only  job  here  today  on  behalf  of  the  administration  and  the 
American  people  is  to,  one,  protect  the  integrity  of  what  we  nego- 
tiated, and  two,  what  the  Congress  intended.  I  think  you  would  be 
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somewhat  disappointed  in  me  if  I  did  not  come  here  and  give  you 
my  best  judgment  as  to  what  was  intended  and  what  was  nego- 
tiated and  try  to  be  faithful  to  that. 

How  the  chips  fall,  for  instance,  it  is  just  not  true  that  if  a  com- 
pany invested  in  a  plant,  say  in  a  patented  electronic  product,  that 
it  could  not  take  advantage  of  this.  Of  course,  it  can.  It  was  also 
intended  that  a  pharmaceutical  or  generic  pharmaceutical  manu- 
facturer who  invested  substantial  funds  in  reliance  upon  the  17 
years  would  have  the  right  if  they  paid  the  proper  remuneration 
to  take  advantage  of  this  very  brief,  limited  in  scope  transition  pro- 
vision. 

So  my  only  job  here  today  is  not  to  advocate  or  to  argue  one  side 
of  the  industry  versus  the  other.  I  do  not  have  to  do  that,  nor  is 
that  my  job. 

The  Chairman.  Nor  should  it  be. 

Mr.  Kantor.  My  job  is  to  argue  for  the  integrity  of  the  Act  and 
the  integrity  of  what  we  negotiated  in  three  administrations,  two 
Republican,  one  Democrat,  with  good  people  like  Bill  Brock  and 
Clayton  Yeutter  and  Carla  Hills,  and  hopefully  we  did  a  fair  job 
ourselves. 

The  fact  is,  it  is  important  to  all  of  us  that  this  be  supported, 
that  we  enforce  it,  and  that  we  make  sure  intellectual  property  is 
protected,  which  was  begun  by  then-Trade  Ambassador  Brock,  who 
did  such  a  marvelous  job. 

The  Chairman.  My  time  is  up,  but  let  me  just  add  two  things. 
The  first  concern  related  to  what  you  just  said.  I  understand  the 
monumental  nature  of  the  URAA.  The  problem  with  the  Pryor 
amendment  is  that  we  no  sooner  enact  the  treaty  then  we  hear  a 
proposal  to  change  it.  I  think  it  is  a  very  dangerous  thing  to  start 
playing  around  with  this  law. 

I  just  want  to  put  in  the  record  at  this  point  a  letter  from  the 
Right  Honorable  Sir  Leon  Brittan,  vice  president  of  the  European 
Commission.  I  will  just  read  the  three  middle  paragraphs. 

You  may  recall  that  I  wrote  to  Ambassador  Kantor  on  20  October,  1995  about  this 
matter.  I  was  pleased  to  see  from  your  speech  on  the  Senate  floor  that  you  share 
our  general  concerns. 

In  this  respect,  your  hearings  are  most  timely  because  the  potential  trade  policy 
and  ramifications  of  this  issue  are  clear.  Indeed,  our  concerns  have,  if  anything,  in- 
creased given  developments  going  in  a  direction  similar  to  that  proposed  by  the 
Pryor  bill  in  such  industrialized  countries  as  Australia,  Canada,  and  Israel. 

In  this  situation,  I  cannot  stress  enough  the  important  leadership  role  which  falls 
on  the  US  and  EU — European  Union — to  guarantee  the  full  benefits  of  the  TRIPS 
agreement  for  both  our  industries  on  a  worldwide  basis. 

I  will  put  that  letter  in  the  record. 

[The  letter  from  Sir  Brittan  follows:] 

February  26,  1996. 

Dear  Senator  Hatch:  I  am  writing  to  you  in  relation  to  the  marketing  of  generic 
pharmaceutical  products,  which  is  to  be  considered  by  your  Committee  in  hearings 
on  27  February. 

You  must  recall  that  I  wrote  to  Ambassador  Kantor  on  20  October  1995  about  this 
matter.  I  was  pleased  to  see  from  your  speech  on  the  Senate  floor  that  your  share 
our  general  concerns. 

In  this  respect,  your  hearings  are  most  timely  because  the  potential  trade  policy 
ramifications  of  this  issue  are  clear.  Indeed,  our  concerns  have,  if  anjrthing,  in- 
creased given  developments  going  in  a  direction  similar  to  that  proposed  by  the 
Pryor  bill  in  such  industrialized  countries  as  Australia,  Canada  and  Israel. 
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In  this  situation,  I  cannot  stress  enough  the  important  leadership  role,  which  falls 
on  the  US  and  EU  to  guarantee  the  full  benefits  of  the  TRIPs  agreement  for  both 
our  industries  on  a  worldwide  basis. 

I  look  forward  with  interest  to  hearing  the  results  of  your  deliberations. 
In  addition,  I  am  going  to  be  in  Washington  on  19  and  20  March,  and  would  very 
much  welcome  the  chance  to  talk  with  you  to  go  over  this  issue  and  other  topics 
of  shared  interest.  I  shall  ask  the  Commission  Delegation  in  Washington  to  make 
contact  with  your  office  to  see  if  a  mutually  convenient  time  can  be  arranged. 
Sincerely, 

Sir  Leon  Brittan, 
Vice  President  of  the  European  Commission. 

The  Chairman.  Do  you  have  anj^hing  to  add,  Senator  Brock? 

Mr.  Brock.  I  thought  it  was  a  magnificent  letter.  I  just  saw  it 
this  morning.  But  Sir  Leon  Brittan  holds  no  equal  in  terms  of  his 
adherence  to  the  doctrines  of  world  trade  organizations,  systems, 
rules,  and  his  commitment  to  free  trade. 

I  thought  he  pointed  out  precisely  the  right  question,  and  that 
is  that  unless  we  adhere  to  the  agreements  that  we  signed,  unless 
we  keep  the  course  that  we  have  set,  we  run  the  risk  of  not  only 
sending  the  wrong  message  to  those  who  have  been  abusing  us  in 
the  past,  and  Japan  would  be  one,  but  so  would  Argentina,  Aus- 
tralia, Canada,  and  others  that  he  mentioned. 

But  almost  of  equal  importance,  we  are  sending  the  wrong  mes- 
sage to  our  primary  ally  and  that  is  the  European  Community,  who 
stood  shoulder-to-shoulder  with  us  in  this  fight  and  who  are  now 
saying,  please  do  not  roll  back.  Do  not  give  up  the  ship  at  this 
point.  We  have  achieved  too  much.  Let  us  not  take  the  chance  of 
rolling  back  the  commitments  and  sending  the  message  to  the  rest 
of  the  world.  Let  us  stay  shoulder  to  shoulder.  That  is  an  important 
message  for  us  to  listen  to. 

The  Chairman.  I  agree.  Senator  Heflin,  we  will  turn  to  you. 

Senator  Heflin.  Basically,  I  have  the  same  question  I  asked  Sen- 
ator Pryor  and  Senator  Chafee.  Will  that  bill  cause  any  impedi- 
ment relative  to  research? 

Mr.  ElANTOR.  Not  at  all.  Senator.  In  fact,  in  answer  to  your  ques- 
tion, this  is  not  given  away  for  free.  Anyone  who  can  take  advan- 
tage of  this,  whether  an  electronics  patent  holder  or  a  pharma- 
ceutical, or  a  generic,  I  mean,  trying  to  exploit  an  electronics  pat- 
ent or  a  pharmaceutical  patent  must,  one,  have  made  substantial — 
gone  to  substantial  expense  in  reliance  on  the  17  years,  and  second, 
they  have  to  pay  remuneration.  They  have  to  pay  just  compensa- 
tion, if  you  will. 

Senator  Heflin.  That  is  the  transition  I  am  talking  about.  Will 
it  cause  some  impediment  relative  to  future  research? 

Mr.  Kantor.  Not  at  all.  This  is  limited  in  time  and  scope  and 
has  very  little  effect,  frankly,  in  any  industry.  It  is  a  matter  of  sim- 
ple fairness.  We  are  trying  to  draw  very  large  conclusions  here  out 
of  a  very  small  but  important  issue.  We  should  not  do  that. 

This  was  a  provision  that  everyone  relied  on.  We  knew  what  we 
had  negotiated.  The  Congress  understood  it.  It  was  never  raised  in 
any  committee  hearing  or  on  the  floor  or  at  any  time  by  anyone. 
Everyone  knew  that  people  could  take  advantage  of  this  transition. 
It  has  no  effect  whatsoever  on  our  commitment  to  enforcing  intel- 
lectual property,  and  everyone  knows  it.  These  are  all  interesting 
debaters'  points. 
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Now,  many  of  us  in  this  room  are  lawyers  and  we  understand 
what  you  do  when  you  have  a  weak  case.  There  is  no  one  who 
doubts  what  the  intent  was.  The  only  question  for  the  committee 
and  the  Congress  is  whether  or  not  we  are  going  to  make  sure  we 
go  back  to  fundamental  fairness  and  make  sure  what  was  intended 
is  carried  out. 

And  I  would  like,  if  I  might.  Senator  Heflin,  to  say  one  other 
thing.  I  received  the  same  letter  from  our  friend  Leon  Brittan  who 
spent  many  hours  with  negotiating  this  agreement,  and  like  any 
other  public  figure,  you  write  a  lot  of  letters  on  behalf  of  constitu- 
ents. His  letter  is  entirely  political  in  nature.  His  letter  does  not 
refer  to  any  legal  obligation  of  the  United  States  in  this  matter  be- 
cause, quite  frankly,  there  is  none.  He  is  a  very  good  negotiator 
and  a  very  good  public  servant  but  this  letter  has  no  meaning  and 
no  impact  on  what  this  Congress  or  this  committee  ought  to  be  de- 
ciding today. 

Mr.  Brock.  If  I  might.  Senator,  I  think  what  this  conversation 
is  demonstrating  is  that  honorable  people  can  disagree,  and  honor- 
ably so.  We  reached  different  conclusions.  There  is  one  difference 
between  the  two  of  us.  He  is  a  lawyer  and  I  am  not.  I  have  to  take 
some  pride  in  that,  but 

Mr.  Kantor.  And  I  am  from  middle  Tennessee  and  you  are  from 
east  Tennessee.  That  is  the  other  difference.  [Laughter.] 

Mr.  Brock.  Life  was  easy  over  where  you  were,  I  think. 

Mr.  Kantor.  That  is  why  we  all  moved  there.  [Laughter.] 

Mr.  Brock.  Let  me  note  the  specific  concern  and  try  to  answer 
your  question  as  effectively  as  I  can.  Drawing  upon  what  I  was  ref- 
erencing earlier,  pharmaceuticals  are  different  because  of  the  very 
point  that  you  made  earlier.  Senator.  It  takes  an  extraordinary  in- 
vestment to  develop  a  product.  Five-hundred-million  dollars  is  the 
chairman's  statement  for  one  product.  I  want  to  remind  the  mem- 
bers of  the  committee  that  for  every  successful  product,  I  am  told 
that  there  are  6,000— 6,000— failures. 

So  it  does  take  an  incredible  amount  of  research  to  get  the  drugs 
to  market  that  do  reduce  our  costs.  Zantac  has  reduced  the  surgery 
costs  of  Americans  by  billions.  There  is  no  question  about  that. 
Other  drugs  have  done  the  same  thing. 

But  what  the  Congress  was  trying  to  do  in  1984  was  to  recognize 
the  difference  between  the  pharmaceutical  industry  and  all  the  rest 
and  to  say  because  we  do  have  such  a  long  time  to  get  a  drug  to 
market,  because  of  the  approval,  the  difficulty  of  the  research,  all 
the  rest,  and  because  we  want  the  generics  to  have  the  right  to 
come  to  market  as  quickly  as  possible  once  that  patent  expires,  we 
allowed  them  to  use  the  investment  in  testing  and  in  product  prov- 
ing that  has  been  done  by  the  research  companies  so  that  they 
could  come  more  quickly  to  market,  as  the  chairman  noted,  for 
maybe  $1  million  instead  of  $500  million. 

That  was  a  compromise  made  to  give  the  generics  a  very  fair  op- 
portunity to  compete.  What  worries  me  about  this  particular  pro- 
posal is  that  it  gives  them  something  that  was  not  earned  on  their 
part,  and  that  is  a  new  benefit  on  top  of  that  that  goes  beyond — 
which  gives  them  more  than  any  other  industry  has. 

It  says  to  our  research  companies,  we  are  going  to  take  a  risk. 
We  are  going  to  take  a  risk  that  despite  the  best  efforts  of  the  best 
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U.S.  trade  representatives  and  the  best  people  we  can  have  in  our 
diplomacy  that  other  countries  are  going  to  read  this  as  a  capitula- 
tion, as  a  rolling  back  of  U.S.  commitment,  of  the  U.S.  leadership, 
and  they  are  going  to  be  a  lot  harder  to  deal  with.  That  is  going 
to  limit  our  markets.  That  is  going  to  cost  us  the  ability  to  put  that 
money  into  research.  I  think  it  has  to  have  a  negative  effect. 

Senator  Heflin.  Let  me  ask  you  about  the  omission  in  the  legis- 
lation that  was  passed  implementing  GATT.  The  legislation  that 
you  all  submitted,  did  it  leave  it  out  or  was  it  changed  in  Congress? 
I  am  trying  to  find  out  the  history  of  the  omission. 

Mr.  Kantor.  The  Patent  and  Trademark  Office  drafted  this  sec- 
tion, as  you  might  imagine  they  would.  Senator,  given  their  exper- 
tise. It  was  reviewed  by  legislative  counsel  in  both  the  Senate  and 
the  House.  Frankly,  no  one  recognized  the  interrelationship  be- 
tween this  provision  and  its  intent  and  the  Food,  Drug,  and  Cos- 
metic Act.  It  is  as  simple  and  as  complicated  as  that,  I  guess  you 
could  say. 

No  one  is  to  be  criticized.  These  are  very  difficult  areas.  And  I 
do  not  think  it  should  be — in  a  600-plus-page  piece  of  legislation, 
a  surprise  to  any  of  us  that  we  might  have  to  come  back  and  work 
together  on  a  bipartisan  basis  to  have  conforming  legislation  or 
amendments  to  clear  up  any,  if  you  want  to  call  it  a  mistake,  mis- 
takes that  were  made,  given  the  clear  intent. 

What  interests  me  is  that  throughout  this  entire  process,  starting 
in  1991  when  under  the  Uruguay  Round  negotiation  it  was  clear 
what  this  provision  was  and  there  was  going  to  be  a  transition,  no 
one — no  one  in  the  industry,  no  one  in  the  Congress,  no  one  in  a 
Republican  and  later  a  Democratic  administration — raised  this 
issue.  It  was  assumed — assumed — every  industry  would  be  covered 
and  no  one  would  be  exempted,  or  we  would  have  done  what  we 
did  with  Hatch-Waxman  and  other  technical  amendments  in  this 
area.  We  would  have  modified  the  Statement  of  Administration  Ac- 
tion. We  did  not  do  so  in  this  case  because  it  was  not  considered 
to  be  a  question. 

The  Chairman.  Senator,  your  time  is  up. 

Mr.  Brock.  Could  I  just  note  for  the  record,  Mr.  Chairman,  Sen- 
ator, I  would  simply  refer  you  to  a  footnote  on  my  testimony  on 
page  six  in  which  it  does  mention  the  administration's  specific 
Statement  of  Administrative  Action,  which  was  submitted  as  a  part 
of  the  Uruguay  round.  They  defended  the  Bolar  repeal  provision  of 
Hatch-Waxman  against  charges  that  it  violated  the  anti-discrimi- 
nation provision  of  TRIPS.  They  said  that  the  Bolar  repeal  was  a 
limited  exemption. 

That  is  not  what  this  does.  This  proposal  changes  that,  and  I 
would  refer  you  to  the  administration's  own  language.  I  think  the 
Statement  of  Administrative  Action  does  at  least  imply  some  con- 
sideration was  given  somewhere  to  this  process  and  to  the  fact  that 
generic  drugs  were  given  their  benefit  earlier  under  Hatch-Wax- 
man. 

The  Chairman.  Thank  you.  Senator. 

Senator  Grassley. 

Senator  Grassley.  I  would  go  to  the  wider  area  of  your  job,  Mr. 
Ambassador,  and  you  do  a  very  good  job  of  it,  of  making  sure  that 
other  countries  respect  our  positions  and  come  around  to  meeting 
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their  treaty  obligations.  You  are  working  very  hard  with  Japan  and 
with  China  to  get  them  to  respect  international  property  rights.  We 
have  been  rejected  by  law  or  the  Congress  of  Argentina  on  deliver- 
ing on  what  they  promised.  So  you  are  doing  all  the  right  things 
in  that  area. 

Now  I  would  focus  on  one  of  our  main  points  here,  and  I  am  on 
the  opposite  side  you  are  on  this  issue,  where  we  feel  that  it  does 
not  send  a  very  good  signal  to  our  trading  partners  and  the  sig- 
natories of  GATT  if  we  compromise  on  our  patent  rights. 

It  seems  to  me  when  you  argue  in  favor  of  allowing  generic  com- 
panies to  infringe  upon  patent  rights  by  selling  these  generic  prod- 
ucts that  it  somehow  will  undermine  your  very  good  efforts  and 
your  attempts  to  enforce  intellectual  property  rights  all  over  the 
world,  as  you  are  doing.  Is  there  not  an  inconsistency  here  that 
gives  you  a  problem  in  all  your  other  endeavors  that  you  are  trying 
to  make? 

Mr.  Kantor.  I  do  not  believe  so.  Senator.  I  understand  your 
question,  and  you  and  I 

Senator  Grassley.  Comment  on  it. 

Mr.  Kantor.  It  is  a  little  uncomfortable.  We  are  usually  on  the 
same  side  of  these  issues.  This  is  a  rare  occasion. 

Let  me  comment  on  that.  We,  of  course,  have  problems  in  pro- 
tecting U.S.  businesses  and  our  workers,  frankly,  in  terms  of  intel- 
lectual property  rights  around  the  world,  whether  it  is  making  sure 
our  agreement  with  China  is  being  respected  and  enforced,  or  Ar- 
gentina, which  has  not  respected  our  pharmaceutical  industry  as 
well  as  other  industries,  or  trying  to  work  with  President  Cardoso 
of  Brazil  in  implementing  legislation  which  would  protect  our  intel- 
lectual property  in  that  country,  or  with  Turkey  or  with  Japan, 
where  we  reached  two  patent  agreements,  as  you  know,  just  in  the 
last  18  months. 

I  do  not  think  anyone  would  ever  accuse  me  of  either  being  shy 
or  especially  not  standing  up  for  intellectual  property  protection. 
Not  one  country,  not  one  person  has  ever  raised  the  issue  other 
than  Sir  Leon  Brittan's  letter,  which  I  consider  to  be  a  letter  on 
behalf  of  a  constituent,  that  has  ever  raised  this  issue  as  being 
somehow  a  diminution  of  our  exuberance  in  going  after  the  protec- 
tion of  intellectual  property  rights.  So  I  am  really  not  concerned. 

I  was  trying  to  say  in  my  earlier  statement,  and  maybe  not  as 
well  stated  as  I  might  have  liked,  that  we  should  not  try  to  draw 
huge  conclusions  of  what  is  a  very  narrow  problem  in  time  and 
scope  and  try  to  carry  out  the  intent  not  only  of  the  negotiation  and 
what  the  administration  intended  but  also  what  the  Congress  in- 
tended. 

That  is  my  job  here  today,  not  to  take  sides,  not  to  say  that  one 
is  being  advantaged  over  the  other,  meaning  generics  versus  brand 
name  companies,  but  to  say  this  was  the  intent,  it  was  clear,  no 
one  doubted  it,  no  one  doubts  it  today,  and  not  draw  these  larger 
conclusions  that  really  are  not  relevant  to  this  discussion. 

Senator  Grassley.  I  guess  the  only  place  that  I  would  disagree 
is  whether  or  not  you  do  not  connect  them,  and  I  think  it  is  legiti- 
mate as  we  go  into  a  long  period  of  negotiations  with  a  lot  of  coun- 
tries under  GATT  on  pharmaceuticals  that  maybe  in  the  whole 
area  of  intellectual  property  rights  it  might  not  have  an  impact. 
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but  it  does  surely  seem  to  me  as  you  target  it  toward  pharma- 
ceuticals it  will  have  a  very  dramatic  impact. 

I  yield  the  floor. 

The  Chairman.  How  could  it  help  but?  Do  you  have  any  com- 
ments, Senator  Brock,  or  should  we  move  on? 

Mr.  Brock.  No;  I  do  not.  I  think  what  other  countries  do  is  to 
turn  our  arguments  on  us  and  I  think  they  will  read  this  debate 
very  carefully.  If  the  Congress  passes  this  legislation,  I  think  they 
'  will  do  precisely  what  they  are  trying  to  do  now. 

I  do  not  in  any  way,  and  if  I  have  in  any  way  suggested  that 
there  is  a  diminution  of  America's  commitment  to  intellectual  prop- 
erty, I  do  not  mean  to  do  that,  or  of  this  administration  or  of  Am- 
bassador Kantor  particularly.  I  know  how  hard  he  is  fighting,  and 
I  am  not  arguing  that  he  would  change  his  position.  What  I  am 
saying  is  that  others  read  what  we  do,  too,  and  they  will  make  life 
a  lot  tougher  for  us  and  it  is  going  to  take  us  longer  to  get  what 
we  want  to  get.  That  is  going  to  cost  us  jobs.  It  is  going  to  cost  us 
research  money.  It  is  going  to  cost  us  opportunity,  I  think. 

The  Chairman.  Thank  you. 

Senator  Feinstein. 

Senator  Feinstein.  It  seems  to  me,  Mr.  Chairman,  we  get  rather 
far  afield  in  this.  Let  me  tiy  to  restate  what  Mr.  Kantor  has  just 
said  and  then  either  one  of  you  correct  me  if  I  am  wrong. 

We  are  talking  about  one  thing  and  that  is  a  GATT  special  rule. 
As  I  understand  it,  because  generic  drug  makers  were  preparing 
generic  drugs  for  the  market  rel3dng  on  the  original  17-year  patent 
term,  a  special  rule,  transitional  rule,  was  adopted.  Under  this 
rule,  if  a  generic  drug  maker  makes  substantial  investment  or  com- 
menced activity  prior  to  June  8,  1995,  in  reliance  of  the  old  patent 
term,  which  is  17  years,  the  generic  maker  could  market  the  drug, 
if  the  generic  maker  paid  a  royalty  fee  to  the  patent  holder.  Correct 
so  far? 

Now,  here  is  the  rub.  No  corresponding  fix  was  made  in  the  FDA 
law,  which  our  chairman  just  related  and  is  on  that  chart  up  there. 
Then  the  FDA  people  said  they  lacked  authority  to  permit  generic 
drug  makers  to  proceed  with  the  manufacture  of  drugs  with  the 
GATT  standard  transition  rule  without  an  amendment. 

So  what  we  are  trying  to  do  is  put  forward  that  amendment.  So 
what  we  are  trying  to  do  by  this  hearing  and  by  the  Chafee-Pryor 
legislation  is  essentially  to  make  the  fix  of  FDA  law  that  was  left 
out. 

What  Mr.  Brock  is  contending,  and  I  cannot  figure  this,  that 
somehow  if  we  make  this  fix,  we  jeopardize  patent  rights  nation- 
wide— excuse  me,  worldwide,  and  we  back  down  from  an  agreement 
that  was  made. 

Can  you  tell  me,  then,  that  the  purpose  of  this  was  specifically 
to  say  to  generic  drug  makers  that  if  you  did  all  of  this  and  you 
had  your  substantial  investment,  you  commenced  activity  prior  to 
June  8,  1995,  that  you  would  be  cut  out?  You  are  contending,  Mr. 
Brock,  that  that  was  the  point  of  this  and  nothing  establishes  that 
as  the  point  of  this  that  I  can  see. 

Mr.  Brock.  I  cannot  comment  on  the  intent  of  Congress  when 
you  passed  implementing  legislation.  You  can  do  that;  I  cannot. 
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and  only  the  members  of  the  committee  can  do  that.  I  do  not  think 
any  of  us  on  this  side  of  the  table  can. 

I  can  comment  on  the  intent  of  Hatch-Waxman  to  give  the 
generics  a  benefit  that  no  other  industry  had  some  10  or  12  years 
ago,  and  I  can  comment  on  what  I  thought  was  the  understanding 
of  U.S.  negotiators  as  I  think  they  said  it.  When  they  came  out  of 
the  negotiation,  an  example  was  made  by  one  of  the  negotiators, 
certainly  below  Ambassador  Kantor,  that  what  they  were  trying  to 
do  with  this  very  narrow,  limited  exemption  was  to  protect  people 
who  were  caught  up  in  a  situation  where  the  rules  were  changed 
underneath  their  feet. 

I  think  she  used  the  example  of  a  record  shop  that  was  renting 
records  and  then  all  of  a  sudden  the  change  in  the  rules  would  not 
let  her  do  that  anymore  and  they  said,  what  we  are  going  to  do  is 
let  you  continue  to  do  that  under  the  grandfather  clause  because 
otherwise  you  would  have  this  huge  inventory  that  you  could  not 
do  anjrthing  with.  That  is  a  very  limited,  narrow  exemption. 

I  am  going  to  admit,  as  I  said  earlier,  that  I  am  not  a  lawyer 
so  I  cannot  get  into  arcane  issues  beyond  that.  I  think  I  understood 
what  was  meant  by  that  narrow  definition.  I  do  not  think  that  is 
what  is  being  proposed  here.  I  think  what  you  are  saying  is  that 
if  a  company,  generic  in  this  particular  case,  was  making  a  specific 
effort  in  a  specific  area,  I  think  under  the  TRIPS  agreement  they 
could  continue  to  do  that. 

What  is  being  proposed,  and  Mr.  Chairman,  you  will  have  to  cor- 
rect me  here,  is  I  understood  the  proposed  Pry  or  amendment  to 
open  that  door  up  to  a  much  broader  range  of  activities  beyond  the 
purpose  of  the  investment.  Am  I  wrong? 

Senator  Feinstein.  I  do  not  think  so.  If  I  could  ask  Mr.  Kantor 
to  respond  to  that,  because  I  do  not  think  that  is  so. 

Mr.  Kantor.  The  legislation  in  front  of  the  committee  today  is 
totally  consistent  with  your  recitation  of  just  a  few  minutes  ago.  It 
is  very  narrow,  as  I  have  said  before,  in  time  and  scope.  It  would 
only 

Senator  Feinstein.  So  that  is  all  it  does,  in  your  opinion? 

Mr.  Kantor.  That  is  all  it  does,  is  what  you  recited. 

Senator  Feinstein.  Is  bring  FDA  law 

Mr.  Kantor.  Exactly. 

Senator  Feinstein  [continuing].  In  concert  with  what  was  nego- 
tiated? 

Mr.  Brock.  But  in  violation  of  the  agreement  that  was  made  in 
Hatch-Waxman  that  was  a  balanced  agreement  that  gave  them  the 
benefit  earlier.  They  already  have  that. 

Senator  FEINSTEIN.  I  do  not  understand  how  you  draw  that  con- 
nection. If  anybody  could  explain  to  me  how  that  connection  is 
drawn,  it  would  be  helpful.  Can  you,  Mr.  Kantor? 

Mr.  Kantor.  All  I  can  say.  Senator,  is  this.  There  is  no  connec- 
tion. [Laughter.] 

It  does  not  compute.  The  fact  is,  Hatch-Waxman,  this  was  what, 
12  years,  11  years  before.  We  took  care  of  any  Hatch-Waxman 
problems  by  specifically,  in  fact,  amending  under  532.  In  other 
words,  that  is  part  of  the  reason  I  said  it  was  clear  it  was  carefully 
thought  what  we  had  to  do  in  532  to  conform  and  to  provide  a  tran- 
sition and  that  no  one  was  to  be  exempted  or  it  would  have  been 
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raised  at  the  time,  either  by  legislative  counsel  or  by  the  Patent 
and  Trademark  Office  or  by  someone  else.  It  was  not. 

So,  therefore,  that  is  my  fairly  narrow  and  constrained  argu- 
ment, that  this  legislation  does  nothing  more  than  fulfill  the  intent 
not  only  of  the  administration  in  the  negotiations  but  also  of  the 
legislation  that  was  passed. 

Mr.  Brock.  Forgive  me 

Senator  Feinstein.  Mr.  Brock,  what  concerns  me  is,  and  I  under- 
stand why  you  are  doing  it,  but  you  are  weaving  a  wider  web  that 
really  does  not  check  with  what  we  are  doing,  which  is  simply 
bringing  FDA  law  into  conformance  with  what  was  negotiated. 

The  Chairman.  You  are  actually  talking  about  what  you  think 
is  a  minor  change  in  Waxman-Hatch.  There  are  no  minor  changes. 

Mr.  Brock.  That  is  right. 

The  Chairman.  Any  change  is  a  major  change  in  this  Act.  As  the 
author  of  it  that  law  with  Representative  Waxman  I  have  to  tell 
you,  it  has  worked  rather  well.  I  am  concerned  if  there  is  any  evi- 
dence under  Waxman-Hatch  that  pharmaceutical  companies  are 
losing  patent  term,  because  we  did  not  want  to  hurt  them.  We 
wanted  both  sides  to  benefit.  It  was  negotiated  in  my  office  over 
a  2-week  period.  I  will  never  forget  it.  I  had  a  root  canal  during 
that  time.  [Laughter.] 

Mr.  Kantor.  You  mean  really? 

The  Chairman.  Yes;  I  did.  I  threatened  to  kill  everybody  in  that 
room  if  we  did  not  get  it  resolved,  and  we  resolved  it  immediately 
after  that.  But  it  was  the  most  hard-fought  thing  you  have  ever 
seen.  Any  change  is  a  major  change,  and  I  am  not  saying  this  be- 
cause of  pride  of  authorship.  This  is  important. 

There  is  more  to  it  than  what  is  explained  by  the  authors  of  the 
Pryor  amendment.  They  make  the  consumer  argument.  Yes,  that 
is  partly  what  it  is,  but  from  both  perspectives.  If  we  do  not  imple- 
ment Hatch-Waxman  right,  consumers  are  really  going  to  get  hurt. 
We  cannot  start  changing  major  international  agreements,  just  be- 
cause of  one  or  two  cases. 

I  must  note  there  were  winners  and  losers  in  1984  when  we  en- 
acted Hatch-Waxman.  There  are  winners  and  losers  under  the 
trade  agreement.  It  has  always  been  understood  that  the  overall 
goal  of  what  we  were  doing  is  to  save  consumers  billions  and  bil- 
lions of  dollars. 

Mr.  Brock.  But  if  you  did  this,  Mr,  Chairman,  should  not  you 
make  sure,  then,  that  the  generic  pharmaceutical  industry  should 
be  put  on  the  same  plane  as  all  other  industries  and  go  back? 

The  Chairman.  If  you  are  going  to  do  it 

Senator  Feinstein.  May  I  ask  a  question,  Mr.  Chairman,  since 
it  was  my  time? 

The  Chairman.  My  attitude  is  that  we  did  what  was  right  to  cre- 
ate the  generic  industry.  We  made  an  exception  in  patent  law  to 
do  it,  and  it  is  the  only  industry  that  has  that  exception.  We  cre- 
ated a  tremendously  vibrant  and  good  industry. 

Let  me  go  back  to  Senator  Feinstein.  I  think  your  time  was  up, 
but  we  will  go  back  to  you. 

Senator  Feinstein.  If  I  understand  your  argument,  Mr.  Chair- 
man— I  was  not  there  when  you  did  all  of  this — then  what  you  are 
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saying  is  that  the  intent  was  to  penaUze  generic  drug  companies 
who  made  the  investment  and  put  in  the  capital  prior  to  1985 

The  Chairman.  1984. 

Senator  Feinstein  [continuing].  1985,  that  is  right,  predicated  on 
a  17-year  patent  period.  What  you  are  saying  is  they  are,  in  effect, 
penalized  by  this. 

The  Chairman.  Not  at  all. 

Senator  Feinstein.  By  Hatch-Waxman. 

The  Chairman.  They  benefited  greatly  by  Waxman-Hatch.  The 
industry  was  basically  created  by  Waxman-Hatch.  It  was  going  no- 
where because  they  could  not  raise  the  funds  to  meet  the  $500  mil- 
lion costs  of  developing  the  drug  after  it  came  off-patent. 

Let  us  use  the  example  of  Glaxo,  since  it  has  been  raised.  A  ge- 
neric company  can  do  what  Glaxo  took  years  to  do.  For  many  major 
drugs  today  it  takes  14  to  15  years  to  get  through  the  process.  A 
lot  of  that  is  eating  up  of  patent  time. 

The  generic  companies  can  do  all  of  that  for  a  cost  of  about  $1 
million.  They  get  the  complete  benefit  of  that  drug  at  a  cost  of  $1 
million. 

The  idea  was  that  the  research  companies  should  have  a  reason- 
able period  to  recoup  their  investment  so  they  will  reinvest  and 
find  better  drugs  and  that  once  it  is  off-patent  the  price  will  be  cut. 

To  make  a  long  story  short,  it  has  worked.  Now  we  are  talking 
about  changing  it. 

Senator  Feinstein.  So  what  you  are  saying  is  they  should  have 
that  3-year  windfall. 

The  Chairman.  No,  I  am  not  saying  that  at  all.  No,  because,  as 
Ambassador  Brock  has  explained,  that  3  years  is  generally  eaten 
up  anyway  because  it  is  from  the  time  of  filing,  not  the  time  of 
grant.  So  it  is  a  lot  more  complex  than  that.  And  it  is  made  even 
more  complex  now  that  we  have  negotiated  this  agreement  with 
120  nations,  is  that  the  number.  Ambassador  Kantor? 

Mr.  Kantor.  It  grows.  It  was  123  at  the  time  of  the  negotiations. 

The  Chairman.  A  123  nations  at  the  time  of  the  agreement.  And 
some  are  proposing  right  off  the  bat  that  the  United  States  should 
change  it  because  somebody  says  that  consumers  might  benefit 
from  Zantac  going  off  patent.  Give  me  a  break. 

Mr.  Kantor.  Mr.  Chairman,  if  I  just  might,  one  comment  just  for 
the  record. 

The  Chairman.  Can  you  imagine  the  billions  we  would  lose? 

Mr.  Kantor.  We  are  not  changing  the  agreement.  This  is  per- 
fectly consistent  with  it  and  was  contemplated  in  the  agreement. 

The  Chairman.  I  do  not  think  so,  Mr.  Ambassador.  I  do  not  agree 
with  that. 

Mr.  Kantor.  I  was  there  at  about  4  o'clock  in  the  morning  when 
we  negotiated  it,  and 

The  Chairman.  I  was  there  when  we  negotiated  Waxman-Hatch. 
The  generics  love  section  271(e)(1).  I  do  not  blame  them.  I  love  it, 
too. 

Mr.  Kantor.  That  is  a  different  question.  You  are  absolutely  cor- 
rect. We  have  all  said  there  is  a  mistake  and  a  failure  to  conform. 
We  all  are  in  agreement,  I  think,  everyone,  no  matter  what  side 
we  are  on,  in  terms  of  failure  to  conform,  but  not  in  terms  of — this 
would  not  be  in  any  way  whatsoever  inconsistent  with  the  Uruguay 
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Round  Agreement,  70.4.  It  is  totally  consistent  with  532  of  the  Uru- 
guay Round  Agreement  Act  and  it  was  totally  consistent  with  what 
we  all  tried  to  do  in  1994. 

The  Chairman.  Let  us  go  to  Senator  DeWine. 

Senator  DeWine.  Thank  you,  Mr.  Chairman. 

Mr.  Chairman,  I  would  like  to  look  at  this  from  a  different  angle 
and  follow  up  on  some  of  the  comments  that  you  just  made.  I  think 
we  should  look  at  this  issue  in  a  very  broad  context.  I  think  we  are 
all  aware  in  this  room  of  the  environment  that  exists  both  domesti- 
cally and  internationally  in  regard  to  the  issue  of  free  trade.  The 
notion  of  free  trade  and  the  question  of  America's  ability  to  com- 
pete in  the  world  is  under  assault  from  a  number  of  corners. 

I  believe  the  administration  and  the  Congress  wisely,  correctly, 
and,  quite  frankly,  bravely  passed  NAFTA  and  passed  GATT.  I  am 
convinced  that  free  trade  is  our  future.  I  know  from  my  experience 
that  large  numbers  of  jobs  are  created  everyday,  from  exports  and 
foreign  trade  in  my  home  State  of  Ohio.  Ambassador  Kantor,  I 
want  to  congratulate  you  on  the  work  that  you  have  done. 

But  this  position  of  free  trade  is  under  constant  assault.  There 
are  those  who  would  close  our  borders.  There  are  those  who  think 
that  building  a  wall  around  the  United  States  is  the  way  to  bring 
about  prosperity  in  this  country. 

Today's  debate  on  the  GATT  patent  amendment  undoubtedly  in- 
volves lots  of  money  for  lots  of  different  people.  Despite  the  large 
amount  of  money  at  stake  today,  the  dispute  is  really  quite  minor 
given  the  breadth  and  scope  of  NAFTA  and  GATT. 

I  think  if  we  change  the  law,  it  will  be  interpreted,  correctly  or 
incorrectly,  as  changing  GATT  and  really  interpreted  as  going  back 
on  an  agreement  that  we  have  made. 

So  the  rhetorical  question  I  guess  I  would  ask  is,  is  it  really 
v/orth  it?  Ambassador  Kantor,  you  have  already  very  eloquently  ar- 
ticulated your  position,  although  you  are  welcome  to  comment 
again  if  you  wish.  I  just  think  the  real  question  in  the  big  picture 
is,  is  it  really  worth  it  to  take  this  chance?  Is  it  worth  it  to  take 
the  chance,  after  all  of  the  work,  the  work  of  three  administrations, 
the  work  of  Congress,  is  it  really  worth  it  to  send  a  message  which 
I  think  will  be  sent,  and  the  message  that  I  think  at  least  will  be 
received  and  heard  around  the  world,  and  that  is  that  we  are,  in 
fact,  going  back  on  what  we  negotiated. 

I  just  think  that  this  will  give  credence  and  embolden  those  who 
are  on  the  other  side  of  this  issue  and  who  want  to  look  for  any 
conceivable  reason  to  say  to  the  United  States,  you  guys  do  a  great 
job  of  negotiating  and  you  are  always  talking  about  free  trade,  but 
when  it  really  comes  down  to  it,  you  look  for  any  way  you  can  find, 
any  kind  of  loophole  to  get  out  of  it  or  to  go  back  on  your  word. 
It  just  seems  to  me  it  is  not  worth  putting  aside  everything  else, 
it  is  just  not  worth  it  to  do  that. 

Mr.  Kantor.  Senator,  you  have  eloquently  made  a  number  of 
points  that  I  make  often,  not  about  free  trade  but  about  the  U.S. 
gaining  access  to  other  markets  as  others  have  had  access  to  our 
market,  to  fair  rules,  to  leveling  the  playing  field,  to  making  sure 
we  protect  the  interests  of  American  workers  and  American  busi- 
ness as  we  expand  our  trade  in  historic  ways.  We  are  going  to  an- 
nounce tomorrow  the  largest  expansion  of  exports  in  American  his- 
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tory  in  1995,  much  due  to  a  bipartisan  coalition  in  a  number  of  ad- 
ministrations and  the  good  work  of  people  like  Bill  Brock. 

But  when  you  talk  about  fairness  and  level  playing  field,  I  think 
the  one  thing  we  must  do  is  make  sure  the  American  people  have 
confidence  that  when  we  reach  agreements,  not  only  will  they  be 
carried  out  and  we  will  be  faithful  to  those  agreements,  but  that 
they  will  not  be  unfairly  disadvantaged. 

As  I  said  before,  I  do  not  represent  either  side  of  this  industry. 
I  am  here  only  on  behalf  of  what  I  think  was  the  intent  of  the 
agreement  and  of  the  Congress.  But  what  we  ought  to  make  sure 
is  that  the  people  see  what  we  do,  all  of  us  together  who  worked 
so  hard  on  this,  is  be  fair. 

If  we  are  going  to  give  to  existing  drugs,  we  are  talking  about 
in  this  connection,  an  extra  3  years,  then  those  who  have  spent 
money  in  reliance  on  a  17 -year  period  and  who  are  willing  to  pay 
just  compensation  or  remuneration  to  the  patent  holder  should 
have  every  right  to  be  able  to  exploit  that  patent  as  a  matter  of 
fairness  and  a  consistency  with  the  agreement,  it  was  70  4  of  the 
Uruguay  Round  and  532  of  the  legislation.  That  is  all  I  am  saying. 
It  is  a  very  narrow  point. 

I  agree  with  your  broader  point,  but  I  think  this  is  a  very  narrow 
point  and  one,  frankly,  where  we  can  build  confidence  in  what  we 
do,  not  tear  it  down. 

Senator  DeWine.  I  appreciate  your  answer.  Thank  you,  Mr.  Am- 
bassador. 

Thank  you,  Mr.  Chairman. 

The  Chairman.  Senator  Simon. 

Senator  Simon.  Thank  you.  First,  let  me  say  I  am  a  fan  of  Bill 
Brock's,  and  to  the  credit  of  Glaxo,  they  recognized  they  needed  a 
strong  man  to  handle  a  weak  case.  [Laughter.] 

Mr.  Brock.  Thank  you,  I  think. 

Senator  Simon.  Ambassador  Kantor,  if  this  legislation  passes, 
does  this  have  an  impact  on  any  country  outside  the  United  States? 

Mr.  Kantor.  No. 

Senator  Simon.  Second,  Ambassador  Brock  says  in  his  statement, 
"I  believe  that  the  United  States  must  still  lead,  as  we  have  in  the 
past,  with  respect  to  implementation  of  the  Uruguay  Round."  We 
all  agree  with  that.  Then  he  says,  "The  United  States  cannot  be 
seen  to  waver  in  its  commitment  to  strong  intellectual  property 
right  protection." 

Do  you  see  this  as  in  any  way  wavering?  Let  me  ask  Ambassador 
Brock. 

Mr.  Brock.  Senator,  all  of  us  as  human  beings  have  trouble  see- 
ing ourselves  as  others  see  us.  We  Would  like  to  be  seen  as  we  see 
ourselves  but  it  is  not  always  that  way.  I  think,  as  I  said  earlier, 
perhaps  you  were  out  of  the  room,  I  do  not  see  any  lessening  of  the 
commitment  on  the  part  of  Ambassador  Kantor  or  this  administra- 
tion or  this  Congress,  despite  some  political  rhetoric  in  the  country 
at  large.  I  do  not  see  any  weakening  of  our  commitment  to  intellec- 
tual property. 

What  I  worry  about  is  how  others  see  us,  not  as  how  we  see  our- 
selves. We  have  as  evidence  before  you  this  morning  a  letter  from 
Leon  Brittan  saying  that  the  European  Community  is  very,  very 
concerned  because  other  countries  are  abusing  this  process  now. 
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some  of  them  more  developed  countries,  such  as  our  neighbor  in 
Canada.  I  think  that  is  a  fairly  stated  concern. 

I  think  if  you  look  at  the  countries  where  we  are  having  difficul- 
ties, Portugal,  Australia,  Argentina,  and  Brazil,  all  of  them  are 
using  the  same  kind  of  arguments  that  I  have  heard  here  today, 
the  same  kind  of  arguments  that  are  being  used  to  justify  the 
Pryor  language.  If  they  are  already  using  it,  I  think  they  will  do 
more  of  that  and  make  life  much  tougher  for  any  of  us  negotiating 
in  the  future  to  achieve  what  we  collectively  want  to  achieve. 

There  is  no  difference  among  us  as  to  where  we  want  to  go.  The 
difference  is  in  our  perception  of  how  others  will  react  to  what  we 
do.  If  others  honestly  think,  or  for  political  reasons  come  to  the  con- 
clusion that  they  can  say  that  they  think  that  we  have  backed  off 
from  what  we  said,  that  we  have  opened  up  this  door  from  a  very 
narrow  exception  which  did  give  the  generics  absolutely,  just  like 
any  other  industry,  the  same  right  to  use  the  URAA  as  any  other 
country,  but  they  could  not  do  that  and  Hatch-Waxman  at  the 
same  time. 

If  we  back  off  from  that  and  open  this  exemption  up  in  a  new 
way,  I  think  that  it  is  fair  to  assume  that  other  countries  will  try 
to  take  advantage  of  that  fact.  So  yes,  it  is  a  matter  of  perception. 

Senator  SiMON.  All  right.  If  I  may  then.  Ambassador  Kantor,  it 
seems  to  me  the  legislation  in  terms  of  the  domestic  scene,  it  is 
probably  as  classic  a  case  of  public  interest  versus  special  interest 
as  you  could  find.  The  only  argument  that  has  any  validity  is — that 
may  have  any  validity — is  this  argument  of  perception.  Are  we 
backing  down  in  some  way  on  our  agreement?  I  would  be  inter- 
ested in  your  response. 

Mr.  Kantor.  Given  the  strong  position  three  administrations 
have  taken  in  terms  of  our  willingness  and  ability  to  protect  intel- 
lectual property  rights  all  over  the  world,  I  do  not  think  there  is 
one  wit  of  danger  that  anyone  would  believe  because  of  this  con- 
forming amendment,  which  is  totally  consistent  with  the  Uruguay 
Round  Agreement,  and  I  am  going  to  read  one  provision  here  in  a 
second,  if  I  might,  Senator,  that  anyone  would  draw  the  conclusion 
we  have  lessened  our  zeal  to  protect  intellectual  property  rights  to 
any  degree  whatsoever. 

Let  me  cite  article  70.4,  which  provides  that  "to  the  extent  that 
certain  activities" — this  is  of  the  Uruguay  Round — "that  certain  ac- 
tivities become  infringing  because  of  the  higher  levels  of  protection 
required  by  TRIPS,"  and  that  is  the  20  years,  "WTO  members  may 
allow  a  person  to  engage  in  such  infringing  acts  as  long  as  they  pay 
equitable  remuneration  to  the  right  holder."  It  is  exactly  what  Sen- 
ator Feinstein  said  before.  It  is  in  the  agreement.  This  is  totally 
consistent,  meaning  the  conforming  legislation  sponsored  by  Sen- 
ator Chafee  and  Senator  Pryor. 

This  is  clear,  Senator.  This  is  not  a  matter  of  taking  sides.  This 
is  not  a  matter  of  trying  in  any  way  to  limit  or  to  denigrate  Hatch- 
Waxman.  This  is  a  matter  of  a  U.S.  agreement  we  negotiated  and 
led  through  three  administrations  and  a  Congress  that  never  ques- 
tioned every  industry  would  be  affected  by  it,  including  pharma- 
ceuticals. It  is  very  simple. 

I  do  not  think  that  anyone  can  credibly  argue  on  the  narrow 
point  that  we  have  an  obligation  to  allow  these  companies  to  ex- 
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ploit  patents  during  this  term  consistent  with  the  Uruguay  Round 
legislation  and  with  the  Uruguay  Round  Agreement  which  we  ne- 
gotiated. 

Senator  Simon.  I  thank  you. 

Thank  you,  Mr.  Chairman. 

The  Chairman.  If  I  could  just  make  one  point,  because  it  is  im- 
portant, I  do  not  know  of  any  acts  that  were  permissible  under  pre- 
TRIPS  U.S.  patent  law  that  became  infringing  under  TRIPS  which 
is  a  requirement  of  the  GATT  transition  rules.  A  fundamental  prin- 
ciple of  the  Hatch- Waxman  Act  is  that  no  generic  drug  could  go  on 
the  market  while  the  pioneer  drug  was  protected  by  a  valid  patent. 
I  do  not  know  what  in  TRIPS  requires  or  permits  a  violation  of  the 
basic  principle  of  the  Hatch- Waxman  law  that  no  generic  product 
be  marketed  until  a  valid  pioneer  patent  expires. 

Let  me  just  read  this.  It  is  the  Federal  circuit  court  in  the  case 
of  Bristol-Myers  Squibb  v.  Royce  Labs.  It  said  this,  "The  statutory 
scheme  does  not  seem  as  the  generic  manufacturer  argues.  If  nor- 
mally you  would  infringe,  you  do  not  infringe  during  the  delta  pe- 
riod. Rather,"  it  says,  "if  normally  you  would  infringe,  you  also  in- 
fringe during  the  delta  period." 

Senator  Specter. 

Senator  Specter.  Thank  you,  Mr.  Chairman. 

With  respect  to  protecting  the  generic  producers,  when  you  talk 
about  substantial  investment,  when  this  issue  came  to  the  Senate 
floor,  a  question  arose  into  my  mind  as  to  how  you  define  what  a 
substantial  investment  is.  It  is  a  fairly  elusive  term  to  really  come 
to  grips  with. 

I  regret  that  I  could  not  be  here  during  the  entire  course  of  the 
hearing  this  morning  but  I  am  told  that  this  issue  has  not  been 
raised.  Ambassador  Kantor,  how  do  you  define  substantial  invest- 
ment? 

Mr.  Kantor.  This  frequently  comes  up,  as  you  know,  with  regard 
to  other  U.S.  intellectual  property  disputes.  The  way  it  has  been 
interpreted  before  and  the  way  we  have  dealt  with  it  before  in  this 
country  is  to  allow  the  courts  to  interpret  whether  or  not  the  test 
of  "substantial"  has  been  met.  It  has  not  been  defined  in  regulation 
or  by  statute,  as  far  as  I  know. 

Senator  Specter.  I  know  Senator  Hatch  likes  to  leave  substan- 
tial latitude  to  the  courts,  but  I  have  some  grave  concerns  about 
that.  We  ought  not  toss  that  kind  of  concept  to  the  courts  to  let 
them  interpret  it,  as  the  many  district  courts  or  the  various  circuit 
courts  of  appeals  might  have  some  differing  views.  It  is  not  likely 
to  get  to  the  Supreme  Court  too  fast. 

And  I  have  grave  reservations  about  seeing  the  legislation  go  for- 
ward unless  we  can  really  come  to  grips  with  what  is  a  substantial 
investment.  I  think  that  is  really  a  congressional  obligation. 

The  Chairman.  That  is  a  good  point.  It  is  a  good  point. 

Senator  Specter.  I  finally  made  one. 

The  Chairman.  Yes. 

Senator  Specter.  How  can  we  deal  with  that 

The  Chairman.  It  was  thrilling  to  me.  [Laughter.] 

Senator  Specter  [continuing].  Senator  Brock.  What  can  we  do  to 
at  least  close  that  loop  so  we  do  not  create  a  problem  for  litigation? 

Mr.  Brock.  Senator,  you  are  asking  a  nonlawyer,  and 
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Senator  Specter.  I  did  that  with  deUberation,  Ambassador 
Brock. 

Mr.  Brock.  I  do  not  know  how  to  define  that.  I  really  do  not.  I 
think  it  is  a  very  important  point.  If  I  understood  the  Uruguay 
Round  legislation,  we  were  trying  to  say  that  generics  could  apply 
that  legislation  and  can  live  under  that  exemption  like  any  other 
industry  but  they  could  not  do  that  and  Hatch-Waxman  at  the 
same  time.  When  you  get  into  that,  that  is  when  you  get  com- 
plicated, and  I  am  not  quite  sure  how  you  do  that,  to  be  honest. 

Senator  Specter.  What  I  am  looking  for  here  is  some  way  to  nar- 
row it.  You  are  trying  to  protect  people  who  have  patents.  You  are 
trying  to  protect  an  equitable  consideration  of  generic  producers 
who  have  made  a  substantial  investment.  If  they  have  really  done 
a  lot  of  work  in  reliance  upon  their  ability  to  go  forward  at  the  end 
of  the  17-year  period,  then  the  general  principles  of  law  would  say 
that  is  an  expectation  which  ought  to  be  realized,  and  that  is  why 
you  have  the  concept  of  the  substantial  investment. 

But  if  it  is  slight  and  you  are  taking  away  a  property  interest 
that  the  patent  holder  has,  if  somebody  has  not  really  done  some- 
thing significant  on  which  they  should  rely,  then  you  really  ought 
not  to  limit  the  patent  holders'  interest. 

So  perhaps  a  way  of  bridging  the  gap  in  equitable  terms,  coming 
midway  would  be  to  have  a  realistic,  reasonably  tight  definition  as 
to  what  is  a  substantial  investment  so  you  do  not  have  a  lot  of  ge- 
neric producers  coming  in  and  saying,  well,  we  have  made  it.  Con- 
gress can  define  it  to  try  to  provide  some  balance  and  fairness. 

Mr.  Kantor.  Senator,  if  I  might  just  add  one  factual  note  to  your 
recitation  here,  the  courts  already  have  under  consideration  cases 
under  532,  the  section  we  are  talking  about,  concerning  other  pat- 
ented technology.  The  question  of  substantiality,  therefore,  I  think 
it  is  up  to  the  Congress,  of  course,  but  it  would  appear  to  be  pru- 
dent to  allow  the  courts  to  rule,  since  these  cases  are  already  there 
and,  of  course,  would  have  an  affect  upon  pharmaceuticals  as  well 
if  this  legislation  passed. 

Senator  Specter.  What  is  the  context  of  substantiality,  Ambas- 
sador Kantor? 

Mr.  Kantor.  It  is  being  tested  as  to  what  is  substantial,  what 
is  substantial  investment.  Obviously,  all  other  industries,  save  this 
one  because  of  the  failure  technically  to  amend  or  conform  the 
Food,  Dinig,  and  Cosmetic  Act,  are  covered.  Therefore,  the  courts 
now  have  cases  where  there  has  been  a  challenge  to  what  has  been 
a  substantial  investment,  what  the  word  "substantial"  means.  The 
courts  will  have  decision  and  will  have  a  reading  of  it. 

Senator  Specter.  Does  that  arise  under  another  section? 

Mr.  Kantor.  It  arises  under  532,  exactly  the  section  we  are  talk- 
ing about. 

Mr.  Brock.  Is  it  not  true — maybe  I  am  wrong,  so  please  correct 
me,  but  I  understood  that  the  generics  were  covered  by  the  TRIPS 
exception.  If  they  made  a  substantial  investment,  they  could  con- 
tinue to  do  what  the  TRIPS  exception  would  allow  them  to  do.  The 
only  problem  is  that  they  cannot  do  that  and  take  advantage  of  the 
advantage  that  was  given  to  them  under  Hatch-Waxman.  Am  I 
wrong,  Mr.  Chairman?  Is  that  not  what  the  court  has  ruled?  I 
thought  that  the  most  recent  case,  and  I  really  am  out  of  my  ele- 
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ment  here,  but  I  understood  that  it  was  not  saying  that  the  TRIPS 
exception  was  wrong.  It  was  saying  that  they  could  not  do  both. 

The  Chairman.  You  are  correct. 

Mr.  Brock.  So  the  generics  are  covered  under  the  TRIPS  excep- 
tion. They  just  cannot  take  advantage  of  two  loopholes. 

Senator  SPECTER.  These  terms  are  present  in  the  legislation, 
present  in  the  treaties,  present  in  many  legal  pronouncements  and 
we  do  not  always  focus  on  them.  But  here,  when  we  are  coming 
back  and  taking  a  hard  look  at  what  is  a  substantial  investment, 
I  would  not  want  to  have  this  legislation  go  forward  without  a  real 
congressional  focus  and  for  the  Congress  to  determine  what  a  sub- 
stantial investment  is  as  opposed  to  leaving  it  to  a  very  lengthy 
litigation  process,  of  which  the  likely  consequence  is  many  different 
interpretations. 

If  you  have  any  suggestions  as  to  how  to  define  it,  I  would  be 
very  interested  and  I  think  my  colleagues  would  be,  as  well. 

Mr.  Kantor.  Just  to  clarify  one  issue,  Mr.  Chairman. 

The  Chairman.  Surely. 

Mr.  Kantor.  I  think  in  a  totally  neutral  fashion,  no  generic  phar- 
maceutical manufacturer  can  take  advantage  of  this  provision, 
which  was  allowed  under  70.4,  under  any  circumstance  because  of 
the  failure  to  conform  the  FDA  or  Food,  Drug,  and  Cosmetic  Act, 
the  statute  you  have  cited. 

The  Chairman.  That  is  correct. 

Mr.  Kantor.  So  just  to  clarify  that,  to  make  sure  we  are  on  the 
same  ground  here. 

The  Chairman.  We  want  to  thank  both  of  you  for  being  here.  We 
appreciate  it,  and  we  are  sorry  it  has  taken  us  so  long.  I  know  you 
wanted  to  be  through  a  little  earlier,  perhaps. 

Mr.  Kantor.  That  is  all  right. 

The  Chairman.  Thank  you  very  much. 

Mr.  Brock.  Thanks  very  much.  Thank  you  very  much. 

The  Chairman.  We  appreciate  your  time. 

Our  next  witnesses  will  be  the  Honorable  Gerald  J.  Mossinghoff, 
president  of  the  Pharmaceutical  Research  and  Manufacturers  of 
America  and  former  Commissioner  of  the  Patent  and  Trademark 
Office  here  in  Washington,  DC;  and  Mr.  Charles  Cooper  of  Shaw, 
Pittman,  Potts,  and  Trowbridge  of  Washington,  DC. 

We  will  also  have  James  P.  Firman,  who  is  chair  of  the  Generic 
Drug  Equity  Coalition  and  president  of  the  National  Council  on  the 
Aging;  Mr.  Robert  Gunter,  chairman  of  the  National  Pharma- 
ceutical Alliance  and  president  and  CEO  of  Novopharm  USA;  and 
Ms.  Judith  Simpson,  a  registered  nurse,  M.S.  and  E.D.S.,  president 
of  the  United  Patients'  Association  for  Pulmonary  Hypertension 
from  De  Kalb,  IL. 

We  will  start  with  you,  Mr.  Mossinghoff,  and  then  we  will  go  to 
Mr.  Cooper  and  right  across  from  my  left  to  the  right. 
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PANEL  CONSISTING  OF  HON.  GERALD  J.  MOSSINGHOFF, 
PRESIDENT,  PHARMACEUTICAL  RESEARCH  AND  MANUFAC- 
TURERS OF  AMERICA,  AND  FORMER  COMMISSIONER,  U.S. 
PATENT  AND  TRADEMARK  OFFICE,  WASHINGTON,  DC; 
CHARLES  J.  COOPER,  SHAW,  PITTMAN,  POTTS  AND  TROW- 
BRIDGE, WASHINGTON,  DC,  ON  BEHALF  OF  THE  PHARMA- 
CEUTICAL RESEARCH  AND  MANUFACTURERS  OF  AMERICA; 
JAMES  P.  FIRMAN,  CHAIR,  GENERIC  DRUG  EQUITY  COALI- 
TION, AND  PRESIDENT,  NATIONAL  COUNCIL  ON  THE  AGING, 
WASHINGTON,  DC;  JUDITH  SIMPSON,  PRESIDENT,  UNITED 
PATIENTS'  ASSOCIATION  FOR  PULMONARY  HYPERTENSION, 
INC.,  DEKALB,  IL;  AND  ROBERT  J.  GUNTER,  CHAIRMAN,  NA- 
TIONAL PHARMACEUTICAL  ALLIANCE,  AND  PRESIDENT, 
NOVO-PHARM  USA,  SCHAUMBERG,  IL 

STATEMENT  OF  GERALD  J.  MOSSINGHOFF 

Mr.  MOSSINGHOFF.  Thank  you  very  much,  Mr.  Chairman,  for  this 
opportunity  to  testify  at  these  very  important  hearings.  I  would  ask 
that  my  formal  statement  be  placed  in  the  record  and  I  will  sum- 
marize it  very  briefly  in  view  of  the  time. 

The  Chairman.  Without  objection,  we  will  put  all  statements  in 
the  record.  We  would  like  you  to  summarize  in  5  minutes  if  you 
can,  because  we  have  important  policy  committee  meetings  to  at- 
tend. We  will  give  a  little  leeway,  but  if  you  could  try  and  keep  it 
within  5  minutes'  summarization,  we  would  appreciate  it. 

Mr.  MOSSINGHOFF.  I  will  be  brief,  then,  Mr.  Chairman.  There  has 
been  a  lot  of  talk  this  morning  about  whether  or  not  the  generic 
drug  industry  is  somehow  treated  differently  under  the  URAA  from 
other  industries  that  enjoy  the  benefit  of  this  so-called  delta  period. 
The  fact  is  and  the  law  is  that  they  are  not.  They  have  exactly  the 
same  rights  as  a  blue  jean  manufacturer  or  a  television  manufac- 
turer. 

As  I  state  on  page  seven  of  my  statement,  although  the  relevant 
laws  involved  in  this  issue  are  complex,  coming  together  as  they  do 
at  the  intersection  of  patent  law,  the  food  and  drug  law,  the  Hatch- 
Waxman  law,  and  the  URAA,  the  outcome  which  we  firmly  be- 
lieved was  intended  by  Congress — maybe  not  individual  Senators 
but  intended  by  Congress — and  as  interpreted  by  the  Court  of  Ap- 
peals for  the  Federal  Circuit  is  clear,  fair,  and  straightforward. 

Generic  companies  can  bring  their  drugs  to  the  market  during 
the  GATT-extended  or  delta  period,  but  if  they  do  so  through  the 
Hatch- Waxman  route,  they  must  follow  the  Hatch- Waxman  road 
map.  They  get  very  special  privileges  under  Hatch- Waxman,  which 
you  have  discussed  this  morning.  If  they  decide  to  use  those  privi- 
leges, then  they  must  use  all  the  other  parts  of  the  Hatch- Waxman 
law,  which  was  a  very  delicate  balance,  as  you  well  know,  11  years 
ago. 

So  there  should  be  no  confusion  on  the  part  of  the  committee. 
They  are  somehow  not  disadvantaged  vis-a-vis  blue  jean  manufac- 
turers or  television  manufacturers.  They  have  exactly  those  rights. 
They  just  cannot  take  advantage  of  the  jump  start  that  you  give 
them  under  the  very  special  law  that  you  indicate  here,  and  sec- 
ond, they  cannot  take  advantage  of  using  our  proprietary  informa- 
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tion  to  have  their  drugs  approved  by  the  Food  and  Drug  Adminis- 
tration. It  is  that  simple. 

We  asked  Professor  Wegman  from  George  Washington  University 
whether  he  could  go  beyond  what  the  Court  of  Appeals  for  the  Fed- 
eral Circuit  stated  in  their  opinion,  that  they  could  find  no  intent 
to  the  contrary  in  either  the  administration's  statements  or  in  the 
statements  accompanying  the  bills  as  they  came  to  the  floor.  There 
simply  is  no  interpretation  to  the  contrary. 

It  is  interesting,  from  a  personal  point  of  view,  I  was  privileged 
to  be  a  government  lawyer  for  25  years,  as  Deputy  General  Counsel 
of  NASA  and  as  Commissioner  of  Patents  and  Trademarks.  It  is  in- 
conceivable to  me  when  you  live  with  a  law  all  your  career,  your 
professional  career,  somehow  you  did  not  know  what  you  were 
doing  when  you  implemented  one  of  the  most  important  treaties. 
It  is  just  inconceivable. 

We  have  great  admiration  for  Ambassador  Kantor.  He  has  done 
a  marvelous  job.  He  is  aggressive  and  it  is  with  some  trepidation 
and  a  lot  of  respect  that  I  do  firmly  disagree  with  him  that  this 
was  somehow  intended. 

The  law  itself  which  implemented  the  URAA  provisions  were 
made  available  through  his  advisory  committee  structure.  We  are 
represented  on  that  advisory  committee  structure  as  the  research- 
based  industry.  The  generic  industry  is  well  represented  in  that 
structure.  The  law  was  absolutely  clear  that  the  generic  companies 
were  to  get  everything  every  other  company  got  under  this  provi- 
sion. They  simply  could  not  take  it  both  ways.  They  could  not  take 
advantage  of  the  short  cuts  and  the  jump  starts  that  the  1984  act 
provided  and  at  the  same  time  take  advantage  of  this  provision. 

Mr.  Chairman,  in  the  interest  of  time,  I  will  just  conclude  my 
statement  there. 

[The  prepared  statement  of  Mr.  Mossinghoff  follows:] 

Prepared  Statement  of  Gerald  J.  Mossinghoff 

Mr.  Chairman  and  Members  of  the  Committee:  I  am  Gerald  J.  Mossinghoff,  Presi- 
dent of  the  Pharmaceutical  Research  and  Manufacturers  of  America,  or  PhRMA. 
PhRMA  represents  this  country's  leading  research-based  pharmaceutical  and  bio- 
technology companies,  which  discover  and  develop  more  than  90  percent  of  all  new 
prescription  medicines.  I  appreciate  the  opportunity  to  appear  before  you  on  a  sub- 
ject vital  to  our  industry's  ability  to  sustain  innovation — intellectual  property  protec- 
tion. 

Today's  hearing  relates  to  the  proper  implementation  of  the  recently  approved 
General  Agreement  on  Tariffs  and  Trade  (GATT)  and  the  transitional  provisions  of 
the  Uruguay  Round  Agreements  Act  (URAA)  implementing  legislation.  PhRMA  and 
the  research-based  pharmaceutical  industry  in  this  country  strongly  supported  the 
GATT  and  the  URAA  implementing  legislation.  Patent  rights  were  addressed  on  a 
multilateral  basis  for  the  first  time  in  the  history  of  GATT  during  the  Uruguay 
Round.  As  a  result,  comprehensive  standards  for  protection  and  enforcement  of  pat- 
ent rights  in  World  Tracfe  Organization  member  countries  were  established  and  pat- 
ent protection  was  significantly  improved  worldwide.  As  the  major  source  of  inven- 
tive activity  and  creative  works,  the  United  States — more  than  any  other  country — 
stands  to  benefit  from  accelerated  improvement  in  intellectual  property  protection 
worldwide. 

One  of  the  key  elements  of  the  GATT  is  a  requirement  that  participating  coun- 
tries provide  a  patent  term  of  at  least  20  years,  measured  from  the  date  the  applica- 
tion for  the  patent  is  filed.  The  GATT  agreement  also  requires  participating  coun- 
tries to  extend  to  existing  patents  the  full  level  of  protection  provided  by  the  20- 
year  term.  This  provision  is  particularly  important  to  U.S.  commercial  interests 
since  it  will  provide  20-year  protection  to  patents  that  were  previously  protected  for 
a  much  shorter  time,  for  example,  6  years  as  is  currently  the  case  in  India.  The 


62 

URAA  resulted  in  the  postponement  of  patent  expiration  for  hundreds  of  thousands 
of  patents  without  discrimination  as  to  technology. 

It  is  essential  that  the  United  States  implement  the  patent  law  change  from  17- 
years  from  patent  grant  to  20-years  from  patent  filing  in  a  consistent  and  equitable 
manner  to  assure  inventors  in  this  country  the  full  statutory  term  of  patent  protec- 
tion envisioned  by  the  GATT  and  the  URAA  implementing  legislation.  It  is  equally 
important  that  we  clearly  signal  to  other  countries  that  a  minimalist's  interpreta- 
tion of  GATT's  critically  important  improvements  in  patent  protection  will  not  be 
tolerated.  These  assurances  and  signals  are  particularly  important  with  respect  to 
pharmaceutical  and  biotechnology  innovation.  The  nature  and  inherent  risk  of  new 
drug  development  makes  it  particularly  dependent  on  effective  patent  protection. 
The  average  cost  of  developing  a  new  drug,  in  1990  dollars,  was  estimated  by  the 
Office  of  Technology  Assessment  to  be  $359  million.  And  only  1  in  every  6,000  com- 
pounds synthesized  ever  reaches  the  market.  In  order  to  sustain  this  expensive  and 
risky  research,  the  U.S.  research-based  pharmaceutical  industry  will  spend  $15.8 
billion  this  year  on  R&D,  double  the  percentage  of  sales  of  any  other  U.S.  industry. 

The  dilemma  is  that  although  pharmaceuticals  are  extremely  expensive  and  dif- 
ficult to  develop,  they  can  be  copied  cheaply  and  easily.  Without  patent  protection, 
a  medicine  that  took  15  years  and  hundreds  of  millions  to  develop  can  be  copied 
or  reverse-engineered  in  a  small  fraction  of  that  time  for  a  small  fraction  of  that 
cost.  The  International  Trade  Commission  has  estimated  that  the  research-based 
pharmaceutical  industry  loses  $5  billion  annually  to  piracy  on  a  global  basis.  This 
translates  into  hundreds  of  lost  jobs  in  the  U.S.  It  also  means  that  consumers  in 
these  pirating  countries  get  a  free  ride  on  our  R&D  investment. 

The  1984  Hatch-Waxman  Law 

The  1984  Drug  Price  Competition  and  Patent  Term  Restoration  Act  (the  Hatch- 
Waxman  amendments)  represented  an  historic  legislative  compromise  designed  to 
encourage  prompt  introduction  of  generic  drugs  at  time  of  patent  expiration  and 
provide  limited  extension  of  patent  terms  for  innovative  pharmaceuticals  meeting 
the  criteria  of  the  1984  law.  As  you  know  better  than  anyone,  Mr.  Chairman,  the 
Hatch-Waxman  Act  reflected  a  compromise  under  which  generic  drug  manufactur- 
ers received  substantial  and  significant  benefits  not  enjoyed  in  other  industries, 
while  innovative  companies  received  some  added  protection,  principally  through  the 
possibility  of  limited  extension  of  patent  term  to  compensate  partially  for  the 
lengthy  FDA  review  process. 

There  are  two  principal  benefits  for  generic  manufacturers  in  the  1984  law  which 
are  of  vital  importance  in  considering  the  proper  implementation  of  the  URAA  tran- 
sitional provisions.  Title  I  of  the  1984  compromise  presents  generic  drug  companies 
with  a  valuable  "short-cut"  allowing  such  manufacturers  to  rely  on  the  proprietary 
safety  and  effectiveness  data  from  the  innovator's  extensive  clinical  trials  to  support 
the  "abbreviated"  new  application.  The  follow-on  manufacturer  thus  avoids  under- 
taking very  costly  and  time-consuming  research  work  which  is  necessary  in  all  other 
industries  for  a  copier  to  market  a  product  after  a  patent  expires.  After  1984,  ge- 
neric applicants  by  law  could  simply  submit  a  brief  application  showing  that  the  ge- 
neric version  was  bioequivalent  to  the  innovator  compound.  In  addition,  the  1984 
law  enacted  the  so-called  "Bolar"  exemption  to  patent  infringement,  thereby  grant- 
ing to  the  generic  applicant  an  unique  and  unprecedented  exemption  from  patent 
infringement.  This  special  exception  to  the  patent  law  allows  a  generic  company  to 
complete  all  bioequivalence  testing  prior  to  patent  expiration.  This  effectively  allows 
the  generic  product  to  go  on  the  market  virtually  on  the  day  of  patent  expiration. 
In  Roche  v.  Bolar  the  highest  patent  court  in  the  U.S.  had  held  that  the  manufac- 
ture or  use  of  a  patented  product  prior  to  patent  expiration  for  development  of  data 
to  submit  to  FDA  was  an  infringement.  The  1984  compromise  reversed  this  holding. 
This  special  treatment  is  the  only  such  infringement  exemption  in  U.S.  patent  law. 
In  all  industries  not  regulated  by  FDA,  a  manufacturer  has  to  wait  until  the  patent 
expires  to  begin  its  preparations  to  make  it  a  competing  product. 

In  return  for  these  benefits,  generic  companies  are  required  to  wait  until  expira- 
tion of  patents  to  market  their  products,  unless  they  challenge  a  patent  and  notify 
the  patent  holder  of  that  challenge  shortly  after  they  file  their  abbreviated  applica- 
tion. If  a  generic  manufacturer  asserts  that  a  patent  is  invalid  or  not  infringed,  and 
the  innovator  company  sues  for  patent  infringement  within  45  days  of  receiving  no- 
tice of  this  claim,  the  generic  company  must  defend  its  patent  position  in  court  and 
cannot  obtain  FDA  approval  of  its  abbreviated  application  until  a  final  decision  in 
the  litigation  or  thirty  months  have  elapsed,  whichever  is  earlier. 
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URAA  grandfather  clause 

The  URAA  implements  the  United  States'  obhgations  under  the  GATT,  an  agree- 
ment exhaustively  negotiated  over  several  years  by  more  than  100  countries.  In  con- 
formity with  the  standards  for  patent,  trademark  and  copyright  law  agreed  to  inter- 
nationally, the  URAA  changes  the  expiration  date  of  U.S.  patents  to  assure  a  patent 
term  of  at  least  20  years  from  the  filing  date  of  the  patent.  The  grandfather  clause, 
as  explained  by  the  Administration,  "address[es]  situations  where  a  third  party  be- 
gins use  of  a  patented  invention  before  [June  8,  1995]  and  such  use  becomes  infring- 
ing because  of  a  change  in  patent  term."  In  such  situations,  certain  specific  remedies 
are  made  unavailable  with  respect  to  patent  infringement  occurring  between  the 
original  patent  expiration  date  and  the  expiration  date  mandated  by  the  URAA. 

To  fully  appreciate  the  direct  meaning  of  the  URAA  grandfather  clause,  one  must 
look  at  how  the  URAA  tracks  the  original  "Trade  Related  Aspects  of  Intellectual 
Property  Rights"  (TRIPS)  agreement  within  the  GATT.  Article  70.4  of  the  TRIPS 
states  that  any  member  country  may  provide  for  "continued  performance"  of  "acts 
in  respect  of  specific  objects  embodjdng  protected  subject  matter  which  become  in- 
fringing^' because  of  the  GATT.  By  permitting  continuation  of  previously  non-infring- 
ing acts,  the  TRIPS  grandfather  clause  protects  the  expectations  of  an  imitator  com- 
pany that  legitimately  relied  on  domestic  laws  in  force  before  the  effective  date  of 
the  URAA.  icicle  70.4,  however,  was  not  intended  to  permit  an  imitator  company 
to  expand  the  scope  of  newly  infringing  activities,  or  engage  in  open-ended  intellec- 
tual property  piracy  after  the  GATT  effective  date.  A  direct  reading  wo'.Jd  allow  ge- 
neric drug  compames  to  continue  their  previously  non-infringing  development  work 
that  is  allowed  under  the  Bolar  exemption,  but  not  allow  them  to  go  far  beyond  this 
narrow  grandfather  clause  and  initiate  the  marketing  of  their  generic  product. 

Even  if  the  generic  industry's  expansive  reading  of  the  grandfather  clause  is  cor- 
rect, they  are  wrong  in  claiming  they  are  the  only  industry  denied  the  "benefit"  of 
the  clause.  They  are  denied  this  "benefit"  only  if  they  also  seek  to  take  advantage 
of  the  significant  unique  benefits  already  granted  them  under  the  1984  amend- 
ments. Generic  drug  manufacturers  are  eligible  to  take  advantage  of  the  URAA 
transitional  provision  so  long  as  they  do  not  also  utilize  the  abbreviated  Hatch-Wax- 
man  procedures  that  permit  them  to  rely  on  the  proprietary  data  of  innovator  drug 
companies  as  a  "short  cut"  to  FDA  approval.  Under  the  URAA,  generic  companies 
are  treated  exactly  the  same  as  others.  However,  if  generic  companies  want  to  reap 
the  benefits  of  the  1984  law,  they  must  adhere  to  the  restrictions  in  the  1984  law 
and  in  the  URAA;  they  cannot  have  it  both  ways. 

Although  the  relevant  laws  involved  in  this  issue  are  complex — coming  together 
as  they  do  at  the  intersection  of  patent  law,  the  food  and  drug  law,  the  Hatch-Wax- 
man  law  and  the  URAA — the  outcome  is  clear,  fair  and  straightforward:  generic 
companies  can  bring  their  drugs  to  the  market  during  the  GATT-extended  period, 
but  if  they  try  to  do  so  through  the  Hatch-Waxman  route,  they  must  follow  the  en- 
tire Hatch- Waxman  road  map! 

The  Senate  bills 

Last  spring,  generic  drug  companies  appealed  to  the  FDA  to  persuade  the  agency 
to  approve  pending  generic  drug  applications  based  on  the  old  pre-Gatt  patent 
dates.  They  argued  that  under  the  grandfather  clause  of  the  URAA,  the  FDA  could 
ignore  the  new  20-year  patent  term.  The  FDA,  however,  rejected  this  argument.  The 
agency  stated  that  there  is  "no  basis  for  the  FDA  to  treat  the  period  of  patent  exten- 
sion ftimished  by  the  URAA  differently  than  it  treats  other  patent  protection  as- 
serted by  NDA  holders." 

The  generic  industry  then  turned  to  the  courts,  arguing  that  under  the  grand- 
father clause,  they  should  be  allowed  to  market  their  products  during  the  GATT- 
extended  period.  In  two  decisions  in  the  IJ.S.  Court  of  Appeals  for  the  Federal  Cir- 
cuit, the  courts  rejected  that  argument  and  ruled  against  the  generic  drug  manufac- 
turers. The  U.S.  Supreme  Court  has  denied  certiorari  on  both  Court  of  Appeals  deci- 
sions. 

Having  failed  to  persuade  the  FDA  and  the  courts,  generic  drug  manufacturers 
have  turned  to  a  lobbying  strategy  in  the  Congress  to  convince  members  to  "clarify" 
Congressional  intent  relating  to  generic  drugs.  However,  despite  the  characteriza- 
tion of  the  Brown  and  Pryor  bills  as  "technical  correction"  legislation,  the  generic 
drug  industry  is  seeking  additional  preferential  treatment  in  a  process  that  already 
gives  them  enormous  advantages  that  no  other  imitator  industry  enjoys. 

Senators  Pryor  and  Brown  have  each  introduced  legislation  to  permit  a  generic 
company  to  market  its  product  prior  to  the  expiration  date  of  the  patent  mandated 
by  the  URAA  even  if  the  company  relied  on  an  innovator  company's  safety  and  effec- 
tiveness data.  These  bills  represent  clear  favoritism  to  the  generic  industry  in  that 
they  would  allow  a  generic  company  to  enjoy  the  benefit  of  a  "jump  start"  by  begin- 
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ning  its  work  prior  to  patent  expiration;  reap  the  further  benefit  of  the  "short  cut" 
of  relying  on  innovator  company  data,  and  then  gain  a  third  benefit  by  being  per- 
mitted to  commence  marketing  of  a  generic  product  prior  to  patent  expiration.  This 
violates  the  ftindamental  compromise  of  the  Hatch-Waxman  Act.  These  bills  would 
also  delete  the  statutory  requirement  of  providing  notice  to  patent  holders  when  a 
generic  applicant  seeks  to  market  its  product  before  patent  expiration.  This  would 
upset  another  fundamental  aspect  of  the  Hatch-Waxman  Act — the  abiUty  to  resolve 
patent  disputes  in  court  before  the  generic  product  is  approved  by  the  FDA  for  mar- 
keting. 

Implementation  of  the  transitional  provisions  of  the  URAA  in  a  fair  and  non-dis- 
criminatory fashion  is  of  vital  importance  to  the  research-based  pharmaceutical  in- 
dustry in  this  country.  We  are  not  seeking  special  treatment  or  unintended  benefits. 
Neither  should  the  other  component  of  the  drug  industry.  Let  me  again  stress  the 
need  for  fairness  to  both  components  of  the  pharmaceutical  industry  and  the  need 
for  this  country  to  continue  to  alert  our  trading  partners  of  the  necessity  to  improve 
intellectual  property  protection,  not  only  for  pharmaceuticals,  but  for  all  innovation. 

Mr.  Chairman,  this  concludes  my  formal  statement,  I  would  be  pleased  to  respond 
to  any  questions  you  or  the  Committee  may  have. 

The  Chairman.  Thank  you,  Mr.  Mossinghoff. 
Mr.  Cooper. 

STATEMENT  OF  CHARLES  J.  COOPER 

Mr.  Cooper.  Thank  you,  Mr.  Chairman.  Good  morning.  Good 
morning.  Senator  Feinstein.  I,  too,  will  summarize  the  central  fea- 
tures of  my  presentation  in  the  hope  you  will  include  the  entire  tes- 
timony in  the  record. 

The  Chairman.  All  statements  will  be  included. 

Mr.  Cooper.  Mr.  Chairman,  encouraging,  nurturing,  and  protect- 
ing the  development  of  new  ideas  that  contribute  to  the  welfare  of 
all  Americans  is  at  the  heart  of  the  patent  clause  of  the  Constitu- 
tion, which  authorizes  you  in  Congress  to  promote  the  progress  of 
science  and  the  useful  arts  for  securing  to  limited  times  to  authors 
and  inventors  the  exclusive  right  to  their  respective  writings  and 
discoveries.  In  that  exclusive  right,  what  one  court  correctly  called 
the  very  definition  of  property  is  further  secured  by  the  fifth 
amendment  and  in  particular  its  takings  clause. 

Before  I  discuss  the  relationship  of  these  fundamental  constitu- 
tional provisions  to  the  proposed  legislation  now  being  considered 
by  this  committee,  it  is  worth  remembering  that  the  Constitution's 
protections  for  private  property  do  not  simply  reflect  some  theory 
for  maximizing  economic  productivity  but  rather  are  central  to  the 
protection  of  all  our  individual  liberties,  all  those  constitutional  in- 
dividual liberties. 

Not  long  ago,  the  Supreme  Court  said  this.  "The  dichotomy  be- 
tween personal  liberties  and  property  rights  is  a  false  one.  Property 
does  not  have  rights.  People  have  rights.  In  fact,  a  fundamental 
interdependence  exists  between  the  personal  right  to  liberty  and 
the  personal  right  in  property.  Neither  could  have  meaning  without 
the  other." 

My  purpose  here  today  is  to  emphasize  that  as  this  committee 
begins  its  consideration  of  the  proposed  Prescription  Drug  Equity 
Act,  it  is  vital  to  remember  that  what  is  involved  here  is  not  simply 
matters  of  policy  concerning  the  respective  roles  of  pioneer  and  ge- 
neric pharmaceutical  companies  or  some  Federal  adjustment  to 
economic  winners  and  losers  in  the  marketplace,  but  rather  core 
liberties  at  the  heart  of  our  constitutional  order. 
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Regardless  of  the  merits  as  a  matter  of  policy  of  the  measures 
contained  in  S.  1277,  I  believe  it  is  clear  under  the  law  that  the 
proposed  changes  to  the  existing  patent  rights  trigger  the  protec- 
tions of  the  fifth  amendment.  Once  Congress  created  and  defined 
the  extended  patent  rights  for  the  holders  of  pharmaceutical  pat- 
ents protected  by  the  Hatch-Waxman  procedures,  as  it  did  in  the 
GATT  legislation,  those  rights  cannot  later  be  taken  or  modified  by 
Congress  without  due  process  of  law  and  the  pa3nTient  of  just  com- 
pensation, whether  or  not  one  now  views  the  original  grant  of  those 
rights  as  a  mistake  or  in  some  other  fashion  unwise. 

The  property  protected  by  the  fifth  amendment  is  broad,  reflect- 
ing the  variety  of  interests  that  can  be  embraced  by  that  term.  As 
the  Supreme  Court  itself  has  explained,  the  notion  of  property  ex- 
tends beyond  land  and  tangible  goods  and  includes  the  products  of 
an  individual's  labor  and  invention.  Accordingly,  the  Supreme 
Court  has  recognized  that  a  variety  of  intangible  interests  are 
property  protected  by  the  fifth  amendment,  such  things  as  trade  se- 
crets, real  estate  liens,  valid  contractual  rights  against  the  Govern- 
ment. 

For  over  150  years,  the  decisions  of  the  U.S.  Supreme  Court  have 
built  an  unbroken  and  unequivocal  body  of  law  recognizing  that 
patent  rights  are  property  rights.  The  Court's  discussion  of  this 
issue  was  particularly  enlightening  and  forceful  in  the  1877  case  of 
Cammeyer  v.  Newton,  where  it  observed, 

Holders  of  valid  letters  patent  enjoy,  by  virtue  of  the  same,  the  exclusive  right 
and  liberty  of  making  and  using  the  invention  therein  secured,  and  of  vending  the 
same  to  others  to  be  used,  as  provided  by  the  act  of  Congress,  and  the  rule  of  law 
is  well  settled  that  an  invention  so  secured  is  property  in  the  holder  of  the  patent 
and  that  as  such  the  right  of  the  holder  is  as  much  entitled  to  protection  as  any 
other  property,  during  the  term  for  which  the  franchise  or  the  exclusive  right  or 
privilege  is  granted. 

The  Court's  recognition  of  a  patent  as  property  has  not  wavered 
with  the  passage  of  time  or  under  the  influence  of  new  trends  in 
jurisprudence.  For  example,  in  a  1918  case,  the  Court  considered 
it  "indisputable  established"  that  "rights  secured  under  the  grant 
of  letters  patent  by  the  United  States  were  property  and  protected 
by  the  guarantees  of  the  Constitution."  And  again  in  1947,  Justice 
William  O.  Douglas  wrote  pretty  much  the  same  thing  for  the 
Court. 

It  should  also  be  understood  that  the  fact  that  the  Government 
plays  a  role  in  creating  patent  rights,  a  constitutional  role,  as  I 
mentioned  earlier,  does  not  put  the  Government  in  some  special  po- 
sition to  modify  or  revoke  those  rights  after  they  have  been  grant- 
ed, for  as  long  as  the  Supreme  Court  has  recognized  the  status  of 
a  patent  as  property,  it  has  rejected  the  notion  that  a  patent  is 
some  form  of  gift  or  largess  from  the  Government  that  can  be  with- 
drawn at  the  will  of  the  Grovernment. 

In  one  of  the  Court's  early  discussions  of  this  subject,  the  Court 
stated  that  it  had  no  doubt,  and  again,  these  are  the  Court's  words, 
"no  doubt  that  the  Government  of  the  United  States  when  it  grants 
letters  patent  fora  new  invention  confers  upon  the  patentee  an  ex- 
clusive property  in  the  patented  invention  which  cannot  be  appro- 
priated or  used  by  the  Government  itself  without  just  compensation 
any  more  than  it  can  appropriate  or  use  without  compensation  land 
which  has  been  patented  to  a  private  purchaser." 
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Now,  this  is  not  to  say  that  Congress  does  not  have  plenary  pow- 
ers to  legislate  on  the  subject  of  patents.  It  does.  However,  in  exer- 
cising that  power.  Congress  may  not  take  away  the  rights  of  prop- 
erty in  existing  patents,  in  the  words  of  the  Supreme  Court. 

For  example,  the  Supreme  Court  has  clearly  held  that  a  repeal 
of  a  particular  patent  law  "can  have  no  effect  to  impair  the  right 
of  property  then  existing  in  a  patentee  or  his  assignee." 

Mr.  Chairman,  in  conclusion,  in  light  of  these  unequivocal  and 
uniform  Supreme  Court  decisions,  it  does  seem  clear  that  the  Pre- 
scription Drug  Equity  Act,  if  enacted,  would  affect  a  taking  of  exist- 
ing property  rights  that  holders  of  pharmaceutical  patents  have  en- 
joyed under  the  provisions  of  the  GATT  Treaty.  Congress,  to  be 
sure,  can  pass  such  a  law,  but  under  our  constitutional  system, 
only  for  a  price,  and  that  price  under  the  takings  clause  is  just 
compensation  to  those  who  hold  the  patents.  Thank  you,  Mr.  Chair- 
man. 

[The  prepared  statement  of  Mr.  Cooper  follows:] 

Prepared  Statement  of  Charles  J.  Cooper 

Mr.  Chairman  and  Members  of  the  Senate  Judiciary  Committee,  good  morning. 
I  am  Charles  J.  Cooper,  a  partner  in  the  law  firm  of  Shaw,  Pittman,  Potts  &  Trow- 
bridge. Though  much  of  my  current  practice  centers  on  the  constitutional  protec- 
tions of  property  rights,  my  professional  energies  have  been  devoted  to  these  issues 
for  far  longer,  and  in  contexts  much  broader  than  the  representation  of  individual 
clients.  For  example,  during  my  tenure  as  Assistant  Attorney  General  for  the  Office 
of  Legal  Counsel,  which  position  I  held  from  1985  until  1988,  I  had  substantial  re- 
sponsibility for  the  preparation  of  President  Reagan's  Executive  Order  12630,  which 
required  Federal  departments  and  agencies  to  review  and  justify  their  actions  that 
interfered  with  constitutionally-protected  rights.  I  am  here  today  on  behalf  of  the 
Pharmaceutical  Research  and  Manufactures  of  America,  which  represents  the  coun- 
tr^s  leading  research  pharmaceutical  and  biotechnology  companies.  Over  the  years, 
the  research  and  development  efforts  of  PhRMA's  members  have  expanded  the  bene- 
ficial horizons  of  modem  medicine,  developing  new  drugs  that  bring  the  cutting  edge 
of  science  to  bear  on  behalf  of  people  all  over  the  world  in  the  never-ending  fight 
against  disease. 

Encouraging,  nurtiuing,  and  protecting  the  development  of  new  ideas  that  con- 
tribute to  the  welfare  of  all  of  us  is  obviously  a  good  thing,  and  hardly  a  novel  idea. 
The  Fraraers  of  our  Constitution  authorized  you  in  Congress  "[t]o  promote  the 
Progress  of  Science  and  the  useful  Arts,  by  securing  for  limited  Times  to  Authors 
and  Inventors  the  exclusive  Right  to  their  respective  Writings  and  Discoveries."  ^ 
And  that  exclusive  right,  what  we  know  as  a  patent — and  what  one  court  correctly 
called  "the  very  definition  of  'property  "  ^ — is  further  secured  by  the  Fifth  Amend- 
ment, which  in  the  Takings  Clause  provides  that  "private  property  [shall  not]  be 
taken  for  public  use,  without  just  compensation,"  ^  and  in  the  Due  Process  Clause 
provides  that  no  one  can  be  deprived  of  property  "without  due  process  of  law."  '^ 

Before  I  discuss  the  relationship  of  these  fundamental  constitutional  provisions  to 
the  proposed  legislation  being  considered  by  this  Committee,  it  is  worth  remember- 
ing that  these  constitutional  protections  for  private  property  do  not  simply  reflect 
some  theory  for  maximizing  economic  productivity.  Rather,  such  protections  for 
property  have  been  recognized  throughout  our  history — by  observers  of  every  politi- 
cal stripe — as  one  of  the  central  components  of  the  system  the  Framers  designed  to 
protect  individual  liberty.  As  James  Madison  explained,  "Government  is  instituted 
to  protect  property  of  every  sort  *  *  *.  This  being  the  end  of  government,  that  alone 
is  a  just  government  which  impartially  secures  to  every  man,  whatever  is  his  own."  ^ 

In  our  day,  the  Supreme  Court  has  faithfully  echoed  Madison:  The  dichotomy  be- 
tween personal  liberties  and  property  rights  is  a  false  one.  Property  does  not  have 


lU.S.  Const,  art.  I  §8,  cl.  8. 

2 Carl  Schenck,  AG.  v  Nortron  Corp.,  713  F.2d  782,  786  n.5  (Fed.  Cir.  1983). 
3  U.S.  Const,  amend.  V. 
'•Id. 

s  James  Madison,  Property,  Nat'l  Gazette,  Mar.  291,  1972,  reprinted  in  14  Papers  of  James 
Madison  266  (Robert  A.  Rutland  et  al.  eds.,  1983). 
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rights.  People  have  rights  *  *  *.  In  fact,  a  fundamental  interdependence  exists  be- 
tween the  personal  right  to  libert;y  and  the  personal  right  in  property.  Neither  could 
have  meaning  without  the  other.  That  rights  in  property  are  basic  civil  rights  has 
long  been  recognized  *  *  *   .6 

In  short,  as  this  Committee  begins  its  consideration  of  the  proposed  "Prescription 
Drug  Equity  Act,"  it  is  vital  to  remember  that  what  is  involved  here  is  not  simply 
matters  of  policy  concerning  the  respective  roles  of  pioneer  and  generic  pharma- 
ceutical companies,  or  some  federal  adjustment  to  economic  winners  and  losers  in 
the  marketplace,  but  core  liberties  at  the  heart  of  our  constitutional  order. 

Over  the  years.  Congress  has  exercised  its  constitutional  responsibility  to  protect 
new  discoveries  and  inventions  through  various  iterations  of  our  patent  system.  The 
most  recent  amendment  to  that  system  was  the  Uruguay  Round  Agreement  Act  of 

1994  ("URAA"),''  signed  into  law  by  President  Clinton  on  December  8,  1994.  The 
URAA  was  enacted  to  implement  the  new  obligations  of  the  United  States  under 
the  General  Agreement  on  Trade  and  Tariffs  CGATT"),  which  for  the  first  time  har- 
monized international  protection  for  intellectual  property  rights.  In  the  URAA,  Con- 
gress changed  the  term  of  patents  from  17  years,  running  from  the  date  the  patent 
was  granted,  to  20  years,  running  from  the  date  on  which  the  application  was  filed. ^ 
As  a  transition  for  patents  in  force  when  the  URAA  was  enacted,  and  for  patent 
applications  filed  within  six  months  of  the  URAA,  Congress  provided  that  the  term 
oi  such  patents  is  the  greater  of  20  years  from  filing,  or  17  years  from  grant.^  Thus, 
the  URAA  effectively  extended  the  patent  terms  of  all  patents  in  effect  on  June  8, 

1995  to  the  longer  of  17  years  from  the  date  of  grant  or  20  years  from  the  date  on 
which  the  application  was  filed.  As  a  further  transitional  measure.  Congress  limited 
the  remedies  available  to  certain  types  of  patentees  for  acts  that  would  be  infringe- 
ments as  a  result  of  the  new  law  and  involved  a  "substantial  investment"  made  be- 
fore June  8,  1995.1°  Those  who  have  undertaken  such  acts,  however,  are  required 
to  pay  "equitable  remuneration"  to  the  patentee  or  stop  the  infringement,  ^i 

The  proposed  legislation  before  the  Committee  arises  from  the  fact  that  this  tran- 
sitional limitation  on  remedies  for  infringing  acts  does  not  exempt  a  generic  phar- 
maceutical company  from  the  requirements  of  the  Hatch- Waxman  Act.^^  as  both  the 
Food  and  Drug  Administration  ^^  and  the  courts  i"*  have  concluded.  As  the  FDA  ex- 
plained, though  this  provision  lists  three  infringement  remedies  (35  U.S.C.  §§283, 
284,  and  285)  that  may  be  unavailable  under  certain  circumstances,  it  "does  not  list 
among  the  unavailable  remedies  section  271(e)(4),  which  provides  for  injunctions, 
damages,  and  attorney  fees  for  infringement  actions  arising  from  a  manufacturer 
seeking  approval  from  FDA  to  market  a  generic  version  of  a  patented  drug  product 
before  the  patent  on  a  product  expires."  ^^  Importantly,  the  FDA  has  pointed  out 
that  the  decision  not  to  override  section  271(e)(4)  was  clearly  not  a  matter  of  "Con- 
gress having  overlooked  a  statutory  provision  it  might  have  changed  had  it  been 
aware  of  its  existence;  *  *  *  the  URAA  amends  35  U.S.C.  271(e)(4)  to  apply  the 
remedies  specified  to  a  broader  range  of  infringing  actions."  ^^ 

The  practical  effect  of  this  state  of  affairs  is  that  the  URAA  extended  the  existing 
rights  of  some  patents  for  a  certain  period.  During  the  extended  term  provided  by 
the  URAA,  holders  of  patents  may  not  have  the  same  fully-exclusive  use  of  the  sub- 
ject of  their  patent  that  they  had  during  the  original  patent  term.  During  the  ex- 
tended term,  other  individuals  may  be  able  to  engage  in  certain  uses  of  the  patented 
item  where  they  have  already  made  a  "substantial  investment"  for  that  use  and 
paid  "equitable  remuneration"  to  the  patent  holder. 

S.  1277,  sponsored  by  Senators  Brown  and  Pryor,  would  retroactively  change  this 
configuration  of  the  law  and  the  existing  rights  of  pharmaceutical  patent  holders. 
Specifically,  for  the  purpose  of  approving  certain  applications  from  generic  drug 
makers,  the  expiration  date  of  the  patent  would  no  longer  be  the  term  now  provided 


^Lynch  v.  Household  Finance  Corp.,  405  U.S.  538,  552  (1972);  see  also  James  W.  Ely,  Jr.,  The 
Guardian  of  Every  Other  Right  (1991)  (arguing  that  property  rights  and  personal  rights  should 
be  accorded  the  same  degree  of  constitutional  protection). 

•'Pub.  L.  No.  lOa-465,  108  Stat.  4809  (Dec.  8,  1994). 

8  35  U.S.C.  §  154(a)(2). 

935  U.S.C.  §  154(c)(1). 

loU.S.C.  §  154(c)(2). 

1135  U.S.C.  §  154(c)(3). 

12  Pub.  L.  No.  103-465,  §  532(a),  108  Stat.  4809,  498-85. 

"FDA,  Response  to  Petition  of  Glaxo,  Inc.,  Docket  no.  95P-0061/CPI  (May  25,  1995)  ("FDA 
Response"). 

^*See,  e.g.,  DuPont  Merck  Pharmaceutical  Co.,  v.  Bristol-Myers  Squibb  Co..  62  F.Sd  1397  (Fed. 
Cir.  1995). 

15  FDA  Response  at  10. 
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by  the  URAA,  but  would  be  determined  "under  the  law  in  effect  on  the  day  preced- 
ing December  8,  1994."  '^  S.  1277  would  also  retroactively  expand  the  URAAs  tran- 
sitional limitation  on  remedies  for  infringement  on  patents  protected  by  the  Hatch- 
Waxman  procedures,  thereby  redefining  and  modifying  the  rights  of  such  patent 
holders  retrospectively.'^ 

Regardless  of  the  merits  of  such  a  proposal  as  a  matter  of  policy,  1  believe  it  is 
clear  under  the  law  that  such  a  change  to  existing  patent  rights  triggers  the  protec- 
tions of  the  Fifth  Amendment.  Once  Congress  created  and  defined  the  extended  pat- 
ent rights  for  the  holders  of  pharmaceutical  patents  protected  by  the  Hatch-Wax- 
man  procedures  as  it  did  in  the  URAA,  those  rights  cannot  later  be  taken  or  modi- 
fied by  Congress  without  due  process  of  law  and  the  payment  of  just  compensation, 
whether  or  not  one  now  views  the  original  grant  of  those  rights  as  a  "mistake"  or 
in  some  fashion  unwise. 

The  notion  of  property  protected  by  the  Fifth  Amendment  is  broad,  reflecting  the 
variety  of  interests  that  can  be  embraced  by  the  term.  As  the  Supreme  Court  has 
explained: 

"The  term  "property'  as  used  in  the  Taking  Clause  *  *  *  is  not  used  in  the  "vul- 
gar and  untechnical  sense  of  the  physical  thing  with  respect  to  which  the  citizen 
exercises  rights  recognized  by  law.  [Instead,  it]  denote[s]  the  group  of  rights  inher- 
ing in  the  citizen's  relation  to  the  physical  thing,  as  the  right  to  possess,  use  and 
dispose  of  it  *  *  *.  The  constitutional  provision  is  addressed  to  every  sort  of  interest 
the  citizen  may  possess."'^ 

As  a  result,  the  "notion  of  'property*  *  *  *  extends  beyond  land  and  tangible  goods 
and  includes  the  products  of  an  individual's  'labour  and  invention.'" ^o  Accordingly, 
the  Supreme  Court  has  recognized  that  a  variety  of  intangible  interests  are  "prop- 
erty" protected  by  the  Fifth  Amendment,  including  trade  secrets, 2'  materialman's 
liens,22  real  estate  liens,^^  and  valid  contractual  rights  against  the  government.^"* 

A  defining  attribute  of  all  these  manifestations  of  constitutionally-protected  prop- 
erty— what  the  Supreme  Court  has  called  a  "fundamental  element  of  the  property 
right"  25 — is,  in  Justice  Brandeis'  words,  the  "legal  right  to  exclude  others  from  en- 
joying [that  property]." 2^  It  is  not  hard  to  understand  why  our  law  has  always  rec- 
ognized a  patent  right  as  property  when  one  understands,  as  the  Supreme  Court 
has  explained,  that  "[t]he  heart  of  [the  patentee's]  legal  monopoly  is  the  right  to  in- 
voke the  State's  power  to  prevent  others  from  utilizing  his  discovery  without  his 
consent."  ^^ 

For  over  150  years,  the  decisions  of  the  United  States  Supreme  Court  have  built 
an  unbroken  and  unequivocal  body  of  law  recognizing  that  patent  right  are  property 
rights.  In  an  1843  case,  McClurg  v.  Kingsland,  for  example,  the  Court  recognized 
"the  rights  of  property  in  existing  patents."  ^^  The  Court's  description  was  more  ex- 
pansive in  an  1877  case,  Cammeyer  v.  Newton,  when  it  observed: 

"Holders  of  valid  letters  patent  enjoy,  by  virtue  of  the  same,  the  exclusive  right 
and  liberty  of  making  and  using  the  invention  therein  secured,  and  of  vending  the 
same  to  others  to  be  used,  as  provided  by  the  Act  of  Congress;  and  the  rule  of  law 
is  well  settled,  that  an  invention  so  secured  is  property  in  the  holder  of  the  patent, 
and  that  as  such  the  right  of  the  holder  is  as  much  entitled  to  protection  as  any 
other  property,  during  the  term  for  which  the  franchise  or  the  exclusive  right  or 
privilege  is  granted."^^ 


'^The  Prescription  Drug  Equity  Act  of  1995,  S.  1277,  104th  Cong.,  1st  Sess.  §2(b). 

'8/d,  §2(c). 

'^Pruneyard  Shopping  Center  v.  Robins,  447  U.S.  74,  82  n.  6  (1980)  (quoting  United  States 
V.  General  Motors,  323  U.S.  373,  377-78  (1945)). 

^oRuckelshaus  v.  Monsanto,  467  U.S.  986,  1003  (1984)  (quoting  2  W.  Blackstone,  Com- 
mentaries 405). 

21/d.  at  1001-04. 

2^ Armstrong  v.  United  States,  364  U.S.  40  (1960). 

^^ Louisville  Joint  Stock  Co.  v.  Radford,  295  U.S.  555  (1935). 

^*Lynch  v.  United  States,  292  U.S.  571,  579  (1934)  ("Rights  against  the  United  States  arising 
out  of  a  [War  Risk  Insurance]  contract  with  it  are  protected  by  the  Fifth  Amendment."),  Choate 
V.  Trapp,  224  U.S.  665,  673-74  (holding  provision  of  agreement  with  Indian  tribes  that  land 
would  be  nontaxable  for  a  term  of  years  was  a  property  right  immune  from  abrogation  without 
compensation). 

^^  Kaiser  Aetna  v.  United  States,  444  U.S.  164,  179-80  (1979). 

^^Kaiser  Aetna,  444  U.S.  at  180  n.  11  (quoting  International  News  Service  v.  Associated  Press, 
248  U.S.  215,  250  (1918)  (Brandeis,  J.,  dissenting)).  See  also  Pruneyard  Shopping  Center,  447 
U.S.  at  82  ("[0]ne  of  the  essential  sticks  in  the  bundle  of  property  rights  is  the  right  to  exclude 
others."). 

^''Zenith  Radio  Corp.  v.  Hazeltine  Research,  Inc.,  395  U.S.  100,  135  (1969). 

2«42U.S.  202,  206(1843). 

"94  U.S.  225,  226(1877). 
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In  1882,  the  Court  again  underscored  that  a  patent  "confers  upon  the  patentee 
an  exclusive  property  in  the  patented  invention."  ^o  Eleven  years  later,  approaching 
the  turn  of  the  century,  Chief  Justice  Fuller,  writing  for  the  Court  reiterated,  "The 
privileges  granted  by  letters  patent  are  plainly  an  instance  of  an  incorporeal  kind 
of  personal  property."  ^i 

The  Court's  recognition  of  a  patent  as  property  has  not  wavered  with  the  passage 
of  time  cr  under  the  influence  of  new  trends  in  jurisprudence.  In  our  century,  for 
example,  in  a  1918  case,  the  Court  considered  it  "indisputably  established"  that 
"rights  secured  under  the  grant  of  letters  patent  by  the  United  States  were  property 
and  protected  by  the  guarantees  of  the  Constitution."  ^^  Again,  in  1945,  the  Court 
noted  "[t]hat  a  patent  is  property."  ^^  Two  years  later  Justice  William  O.  Douglas 
could  write  for  the  Court:  "A  patent  is  a  species  of  property.  It  gives  the  patentee 
or  his  assignee  the  'exclusive  right  to  make,  use,  and  vend  the  invention  or  discov- 
ery' for  a  limited  period."  ^-i 

It  is  not  my  intention  here  to  belabor  the  point,  but  simply  to  ensure  that  there 
is  no  doubt  whatsoever  that  patent  rights  are  property  rights  protected  by  the 
Takings  Clause  of  the  Fifth  Amendment.  It  should  be  also  understood  that  the  fact 
that  the  government  plays  a  role  in  creating  patent  rights  does  not  put  the  govern- 
ment in  some  special  position  to  modify  or  revoke  those  rights  after  they  have  been 
granted.  For  as  long  as  the  Supreme  Court  has  recognized  the  status  of  a  patent 
as  property,  it  has  rejected  the  notion  that  a  patent  is  some  form  of  a  gift  or  lar- 
gesse from  the  government  that  can  be  withdrawn  at  will.  One  of  the  Court's  early 
discussions  of  the  subject  puts  it  well: 

"The  Government  of  the  United  States,  as  well  as  the  citizen,  is  subject  to  the 
Constitution;  and  when  it  grants  a  patent,  the  grantee  is  entitled  to  it  as  a  matter 
of  right,  and  does  not  receive  it,  as  was  originally  supposed  to  be  the  case  in  Eng- 
land, as  a  matter  of  grace  and  favor.  "^^ 

This  is  not  to  say  that  the  Congress  does  not  have  what  the  Court  has  also  recog- 
nized to  be  "plenary"  powers  to  legislate  on  the  subject  of  patents.  However,  in  exer- 
cising that  power  Congress  may  "not  take  away  the  rights  of  property  in  existing 
patents."  36  A  repeal  of  a  particular  patent  law,  for  example,  "can  nave  no  effect  to 
impair  the  right  of  property  then  existing  in  a  patentee  or  his  assignee."  ^7  In  short, 
the  fact  that  "a  patent  is  property,  protected  against  appropriation  both  by  individ- 
uals and  by  government,  has  long  been  settled."  ^^ 

The  species  of  property  that  a  patent  represents  is  in  large  measure  defined  by 
time.  After  all,  a  patent  is  a  monopoly,  "exclusive  use"  of  a  product,  that  exists — 
again  in  the  words  of  the  Supreme  Court — ^"for  a  limited  period."  ^^  Indeed  the  Court 
has  repeatedly  pointed  out  that  the  patentee's  exclusive  rights  become  public  prop- 
erty once  the  term  of  the  patent  expires.''"  Thus,  the  term  of  the  patent  is  an  essen- 
tial "stick"  of  the  bundle  of  interests  that  comprise  the  patent  property  right,  and 
a  diminution  of  that  term  is  a  taking  of  a  property  interest  that  must  be  com- 
pensated under  the  Fifth  Amendment. 

This  role  that  a  period  of  time  may  play  in  property  rights  is  neither  unusual  nor 
unique  to  patents.  A  leasehold  is  another  example  where  time  plays  such  a  fun- 
damental role  in  defining  a  property  interest.  Simply  put,  under  a  lease  a  person 
has  the  right  to  use  property  for  a  time  certain;  it  is,  in  more  technical  language, 


30  James  v.  Campbell,  104  US.  356,358  (1882). 

3»£»e  La  Vergne  Refrigerating  Machine  Co.  v.  Featherstone,  147  U.S.  209,222  (1893). 

32  Wm.  Cramp  &  Sons  Ship  &  Engine  Bldg.  Co.  v.  International  Curtis  Marine  Turbine  Co., 
246  U.S.  28,  39-40(1918). 

33 Hartford-Empire  Co.  v.  United  States,  323  U.S.  386,  415  (1945). 

3* Transparent-Wrap  Mach.  Corp.  v.  Stokes  &  Smith  Co.,  329  U.S.  637  (1947)  See  also,  A. 
Beckerman-Rodau,  "Are  Ideas  Wittiin  the  Traditional  Definition  of  Property?:  A  Jurisprudential 
Analysis,"  47  Ark.  L.  Rev.  603,  641  (1994)  ("Rights  granted  b^  the  patent  law  are  in  reality  spe- 
cialized property  rights  granted  to  a  certain  category  of  ideas. '). 

3^  James  v.  Campbell,  104  U.S.  at  358. 

3^McClurg,  42  U.S.  at  206. 

^Ud. 

3» Hartford-Empire  Co.,  323  U.S.  at  415.  See  also,  Hollister  v.  Benedict  &  Burnham  Mfg.  Co., 
113  U.S.  59,  57  (1885)  (observing  that  "the  right  of  the  patentee"  is  exclusive  of  the  government 
of  the  United  States  as  well  as  of  all  others,"  and  "[stands]  on  the  footing  of  all  other  property, 
the  right  to  which  [is]  secured,  as  against  the  government,  by  the  constitutional  guaranty  which 
prohibits  the  taking  of  private  property  for  public  use  without  compensation."). 

3s Transparent-Wrap  Mach.  Corp.,  329  U.S.  at  643. 

*oSee  Brulotte  v.  Thys  Co.,  379  U.S.  29,  31  (1964);  United  States  v.  Dribilier  Condenser  Corp., 
389  U.S.  178,  186-87  (1933)  (explaining  that  a  patent  holder  is  given  "exclusive  enjoyment"  of 
an  invention  for  a  period,  "but  upon  expiration  of  that  period,  the  knowledge  of  that  invention 
inures  to  the  people,  who  are  thus  enabled  without  restriction  to  practice  it  and  profit  by  its 
use"). 
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a  "tenancy  for  years."  Compensation  for  the  taking  of  such  a  property  interest  by 
the  government  is  clearly  guaranteed  by  the  Fifth  Amendment.  Accordingly,  when 
the  government  temporarily  occupied  a  portion  of  a  leased  building  during  World 
War  II,  the  tenant  who  held  the  long  term  lease  was  entitled  to  compensation  for 
that  portion  of  his  leasehold  taken  by  the  government's  temporary  occupation. ^i 

In  another  case  that  similarly  illustrates  this  point,  land  had  been  allotted  to  the 
individual  members  of  certain  Indian  tribes  by  land  patents  providing  that  the  land 
should  be  nontaxable  for  a  limited  time.  The  Supreme  Court  invalidated  a  tax 
placed  on  the  land  before  the  prescribed  period  had  expired,  holding  that  govern- 
ment could  not  "lessen  any  of  the  rights  of  property  which  had  been  vested  in  the 
individual  Indian  by  prior  laws  *  *  *.  Such  rights  are  protected  from  repeal  by  the 
provisions  of  the  fifth  Amendment." ''^ 

With  this  background,  it  can  be  seen  that  "the  Prescription  Drug  Equity  Act,"  if 
enacted,  would  effect  a  taking  of  the  existing  property  rights  holders  of  pharma- 
ceutical patents  have  enjoyed  under  the  provisions  of  the  URAA.  In  a  kind  of  double 
whammy,  S.  1277  would  both  repeal  the  term  for  existing  pharmaceutical  patents 
and  compel  pharmaceutical  patent  holders  essentially  to  license  the  use  of  their 
drugs  under  the  URAA  transition  provisions. 

Congress,  to  be  sxire,  can  pass  such  a  law,  but,  under  our  constitutional  system, 
only  for  a  price — that  is,  just  compensation  to  the  patent  holders  whose  property 
rights  are  being  taken.  And  compensation,  to  be  "just,"  would  require  the  United 
States  to  pay  whatever  it  would  take  to  put  these  patent  holders  in  as  good  a  posi- 
tion pecuniarily  as  they  would  have  occupied  if  S.  1277  had  never  become  law.'*^ 

Moreover,  S.  1277's  provision  for  "equitable  remuneration"  cannot  displace  the 
Fifth  Amendment's  guarantee  of  just  compensation.  At  the  end  of  the  day,  the  Unit- 
ed States  will  be  responsible  to  assure  that  these  patent  holders  are  made  whole 
by  the  measure  of  the  Fifth  Amendment,  including  paying  whatever  difference  there 
may  be  between  "equitable  remuneration"  and  just  compensation.  For  example,  you 
will  recall  that  in  the  mid-1970s  Congress  undertook  a  major  organization  of  bank- 
rupt railroads  systems,  a  wholesale  restructuring  that  involved  significant  com- 
pelled conveyances  of  property  .  In  the  subsequent  litigation  generated  by  that  Act, 
the  Supreme  Court  pointed  out  in  no  uncertain  terms: 

"Because  of  [the]  congressional  insistence  upon  accomplishing  the  transfer  what- 
ever the  ultimate  equity  of  the  compensation  provisions,  any  deficiency  of  constitu- 
tional magnitude  in  the  value  of  the  limited  compensation  provided  under  the  Act 
will  indeed  be  a  taking  of  private  property  for  public  use  *  *  *  Since  *  *  *  there 
would  then  be  recourse  to  a  Tucker  Act  suit  in  the  Court  of  Claims  for  a  cash  award 
to  cover  any  constitutional  shortfall,  the  Rail  Act  does  provide  adequate  assurance 
that  any  taking  will  be  compensated.""" 

Thus,  the  notion  of  "equitable  remuneration"  in  S.  1277  does  not  at  all  avoid  the 
Fifth  Amendment  consequences  triggered  by  this  bill,  even  if  it  might  in  some  fash- 
ion mitigate  the  full  financial  exposure  of  the  United  States  Treasury  for  the  Prop- 
erty taken  by  S.  1277. 

The  Chairman.  Thank  you,  Mr.  Cooper.  We  are  glad  to  welcome 
you  here  again.  You  used  to  testify  a  lot  as  Assistant  Attorney  Gen- 
eral of  the  United  States,  so  we  are  happy  to  have  you  here  again. 

Mr.  Cooper.  Thank  you.  It  is  a  pleasure  to  be  back. 

The  Chairman.  Thank  you.  Mr.  Firman,  we  will  turn  to  you. 

STATEMENT  OF  JAMES  P.  FIBMAN 

Mr.  Firman.  Mr.  Hatch,  Mrs.  Feinstein,  it  is  a  pleasure  to  be 
here  representing  the  National  Council  on  the  Aging  and  the  Ge- 
neric Drug  Equity  Coalition.  For  45  years,  NCOA  has  been  working 
on  behalf  of  the  Nation's  elderly  and  we  are  pleased  to  be  able  to 


•*i  United  States  v.  General  Motors,  323  U.S.  373  (1945). 

*-^Choate  v.  Trapp,  224  U.S.  at  678. 

*^Kirby  Forest  Industries  Inc.  v.  United  States,  467  U.S.  1,  10  (1984);  Almota  Farmers  Eleva- 
tor &  Warehouse  Co.  v.  United  States,  409  U.S.  470,  473-74  (1973). 

■*■* Regional  Rail  Reog.  Act  Cases,  419  U.S.  102,  155  (1974).  See  also  Bell  Atlantic  Telephone 
Cos.  V.  F.C.C.,  24  F.3d  1441,  1445  n.  3  (D.C.  Cir.  1994)  (holding  that  local  telephone  companies 
required  by  the  FCC  to  permit  other  companies  to  locate  equipment  in  their  facilities  "would 
still  have  a  Tucker  Act  remedy  for  any  difference  between  the  tariffs  set  by  the  Commission 
and  the  level  of  compensation  mandated  by  the  Fifth  Amendment"). 
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testify  in  front  of  two  staunch  advocates  for  older  people  in  this 
country. 

NCOA  and  the  Generic  Drug  Equity  Coalition  strongly  support 
S.  1277  and  applaud  the  efforts  of  Senators  Chafee,  Pryor,  Brown, 
and  others  to  pass  this  vital  piece  of  legislation.  This  bill  has  been 
portrayed  as  a  fight  between  the  generic  and  the  brand  name  in- 
dustry, but  in  my  book,  it  is  really  about  people  and  their  access 
to  health  care,  it  is  about  fairness,  and  it  is  about  money. 

There  is  a  loophole  in  the  law  which  has  already  cost  consumers 
$330  million  and  is  costing  them  $5  million  every  day  until  the  end 
of  the  century.  This  bill  will  cost  consumers  at  least  $2.5  billion, 
and  let  us  break  that  down.  Mr.  DeWine  said  it  is  a  minor  issue. 
I  do  not  think  it  is  a  minor  issue. 

Of  this  money,  $264  million  will  be  a  cost  to  the  Medicaid  pro- 
gram. According  to  CBO  estimates,  $264  million  would  pay  for 
health  care  for  180,000  children  for  a  year.  This  bill,  if  not  passed, 
will  cost  older  people  at  least  $680  million.  One  in  four  of  those 
older  people  are  at  or  below  the  poverty  line. 

Let  us  see  what  the  effect  of  this  bill  would  be.  Right  now,  we 
know  from  the  experience  of  Capoten  that  Capoten  used  to  cost  $56 
a  prescription.  Now  that  the  patent  has  expired,  it  costs  less  than 
$5  a  prescription.  What  this  means  now  is  that  an  older  person  for 
the  price  of  $60  can  buy  a  year's  supply  instead  of  1  month's  sup- 
ply. Six  hundred  dollars  to  a  person  who  has  an  income  of  $6,000 
a  year  or  $7,000  a  year  is  not  a  minor  concern.  It  is  a  matter  of 
access  to  health  care  or  choosing  something  else,  perhaps  not  to  eat 
that  month  or  foregoing  the  heat. 

We  also  know  that  this  will  cost  the  Indian  Health  Service  $20 
million,  the  VA  $27  million,  and  at  least  $1.5  billion  for  other  con- 
sumers. 

This  issue  is  about  fairness.  Congress  made  a  mistake  and  it  is 
an  unintended  loophole  that  will  cost  consumers  at  least  $2.5  bil- 
lion. By  the  way,  it  may  cost  much  more  because  the  experience 
from  Capoten  suggests  that  the  price  cut  may  be  as  much  as  90 
percent,  not  the  30  percent  on  which  our  estimates  are  based. 

The  drug  companies,  and  Glaxo  in  particular,  have  had  17  years 
to  make  money  on  this  product,  and,  in  fact,  they  have.  They  priced 
accordingly  and  accordingly  they  made  a  34  percent  return  on  in- 
vestment. I  do  not  know  why  we  are  concerned  about  the  profit- 
ability of  a  company  that  is  making  so  much  money. 

NCOA  and  the  Generic  Drug  Equity  supports  research  and  de- 
velopment, but  let  us  be  clear.  There  is  plenty  of  money  for  re- 
search and  development.  If  the  34  percent  return  on  investment  is 
not  enough  to  give  a  company  incentives  to  invest,  I  do  not  know 
what  would.  There  is  absolutely  no  credible  evidence  that  the 
money  would  be  used  for  R&D  as  opposed  to  marketing,  acquisi- 
tions, or  just  shareholder  profit. 

In  my  years  in  Washington,  I  have  seen  a  lot  of  cases,  and  frank- 
ly, I  have  seen  few  that  are  as  clear-cut  as  this  one.  It  seems  that 
the  opposition  does  not  have  any  good  arguments  so  they  are  just 
trying  to  pile  on  a  number  of  them  in  the  hope  of  obscuring  the 
issue.  This  is  about  money.  This  is  about  who  will  get  the  money. 
It  is  about  will  millions  of  consumers  benefit,  as  they  should,  or 
will  a  few  drug  companies? 
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The  Generic  Drug  Equity  Coalition  and  NCOA  strongly  urge  the 
Senate  to  make  the  right  choice,  to  close  the  GATT  loophole  and 
save  consumers  $2.5  billion.  Thank  you. 

[The  prepared  statement  of  Mr.  Firman  follows:] 

Prepared  Statement  of  James  P.  Firman 

NCOA  and  GDEC  support  S.  1277  and  the  efforts  of  Senators  Chafee,  Pryor, 
Brown  and  others  to  close  the  GATT  loophole. 

The  GATT  loophole  will  cost  American  consumers  and  taxpayers  $2.5  billion,  in- 
cluding more  than  $680  million  from  older  Americans,  and  weighs  most  heavily  on 
the  one  out  of  four  senior  citizens  who  subsist  today  at  or  near  poverty  levels. 

To  date,  the  GATT  loophole  has  cost  consumers  and  taxpayers  $330  million. 

These  higher  costs  can  not  be  recovered. 

The  GATT  loophole  will  cost  consumers  and  taxpayers,  on  average,  $5  million 
every  day  from  now  until  the  end  of  the  century. 

The  GATT  loophole  is  of  particular  concern  to  older  Americans  who  have  much 
higher  out-of-pocket  expenses  for  drugs  than  younger  people. 

The  GATT  implementing  legislation  includes  transition  rules  for  generic  products; 
Congress  failed  to  change  the  law  to  allow  the  FDA  to  approve  generic  drugs  for 
marketing  under  the  transition  rules;  the  pharmaceutical  industry  is  the  only  indus- 
try not  covered  by  the  transition  rules. 

Consumers  and  taxpayers  are  paying  the  $2.5  billion  price  tag  for  Congress's  mis- 
take. 

Arguments  against  S.  1277  are  post-hoc  rationalizations  to  protect  unintended, 
windfall  profits  for  a  handful  of  major  drug  companies;  USTR  Mickey  Kantor  and 
FDA  Deputy  Commissioner  William  Schultz  have  debunked  the  arguments  against 
S.  1277. 

Closing  the  GATT  loophole  will  restore  the  balance  that  Congress  intended;  addi- 
tional funds  will  be  available  for  R&D  and  other  business  activities;  generic  drug 
companies  that  played  by  the  rules  will  be  able  to  market  their  products;  consumers 
and  taxpayers  will  save  $2.5  billion. 

The  Senate  should  make  the  right  choice;  close  the  GATT  loophole  and  save  con- 
sumers and  taxpayers  $2.5  billion. 


Mr.  Chairman  and  members  of  the  Committee,  My  name  is  Jim  Firman.  I  am 
President  of  the  National  Council  on  the  Aging  (NCOA).  I  am  also  Chair  of  the  Ge- 
neric Drug  Equity  Coalition  (GDEC). 

Founded  in  1950,  NCOA  is  an  association  of  organizations  and  individuals  com- 
mitted to  promoting  the  dignity,  self-determination,  well-being,  and  contributions  of 
older  persons  and  to  enhancing  the  field  of  aging  through  leadership  and  service, 
education,  and  advocacy.  NCOA  includes  professionals  and  volunteers,  service  pro- 
viders, consumer  and  labor  groups,  businesses,  government  agencies,  religious 
groups,  and  voluntary  organizations.  NCOA  accomplishes  its  mission  through  lead- 
ership, education  and  training,  publications,  research  and  development,  community 
services,  employment  programs,  coalition  building,  public  policy,  and  advocacy  es- 
sential to  our  culturally  diverse  society. 

GDEC  is  an  ad-hoc  coalition  of  senior,  consumer,  health  care  and  industry  groups, 
and  companies  that  believe  it  is  important  to  bring  generic  drugs  to  the  marketplace 
to  meet  the  needs  of  consumers,  to  help  keep  health  care  costs  down,  and  to  encour- 
age investment  in  new  generic  products. 

I  appreciate  the  opportunity  to  present  testimony  today  in  support  of  S.  1277  and 
the  efforts  of  Senators  John  Chafee,  David  Pryor,  Hank  Brown  and  others  to  close 
a  loophole  in  the  Uruguay  Round  Agreements  Act  of  1994  or  the  GATT  implement- 
ing legislation. 

Consumer  costs 

GDEC  estimates  that  the  GATT  loophole  will  cost  American  consumers  and  tax- 
payers $2.5  billion  in  higher  prescription  drug  costs,  including  $685  million  in  sav- 
ings for  seniors,  $264  million  in  Medicaid  savings,  Veterans  Administration  savings 
of  $27  million,  and  $20  million  in  savings  to  the  Indian  Health  Service  (see  attach- 
ment 1).  These  programs  will  again  be  placed  under  a  fiscal  microscope  as  Congress 
works  to  balance  the  federal  budget.  You  have  before  you  an  opportunity  to  save 
money  without  jeopardizing  the  quality  of  health  care  for  seniors  and  others. 

These  costs  are  real,  and  our  estimates  may  be  conservative.  For  example,  the 
prescription  drug  Capoten  used  to  treat  high  blood  pressure  received  a  six  month 
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patent  extension  under  GATT — from  August  1995  to  February  1996.  When  the 
Capoten  patent  expired  just  two  weeks  ago,  generic  substitutes  became  available  at 
a  90  percent  discount  off  the  price  of  the  brand  name  drug — a  90  percent  discount. 

Our  analysis  assumes  that  when  a  patent  expires,  drug  prices  drop  an  average 
of  10  percent  a  month  and  level  off  at  30  percent  of  the  brand  name  drug  price. 
Measured  against  what  happened  to  the  price  of  Capoten  when  the  patent  expired, 
our  estimates  are  conservative  by  several  orders  of  magnitude. 

As  of  today.  Congress'  failure  to  correct  the  oversight  has  already  cost  consumers 
and  taxpayer  $330  million  in  higher  drug  prices  (see  attachment  2).  These  higher 
costs  cannot  be  recovered.  You  cannot  reach  back  and  make  consumers  and  tax- 
payers whole. 

But  you  can  save  consumers  and  taxpayers,  on  average,  $5  million  each  and  every 
day  beginning  today  through  the  end  of  the  century  by  correcting  the  GATT  over- 
sight. 

Time  is  of  the  essence.  Consumers  and  taxpayers  cannot  afford  any  further 
delays. 

The  GATT  loophole  is  of  particular  concern  to  older  Americans  who  consume 
about  a  third  of  the  $64  billion  spend  on  prescription  drugs  in  the  U.S.  each  year. 
The  33  million  Americans  over  the  age  of  65  have  much  higher  out-of-pocket  ex- 
penses for  drugs  than  younger  people,  and  they  have  much  less  insurance  coverage 
for  drugs.  According  to  the  most  recent  data  available  from  the  Health  Care  Financ- 
ing Administration,  56  percent  of  Medicare  patients  pay  for  drugs  uut  of  pocket. 
Eighty-six  percent  of  Medicare  patients  used  prescription  drugs  in  1992  at  an  aver- 
age cost  of  $572.  And  keep  in  mind  that  more  than  one  of  every  four  older  Ameri- 
cans— about  9  million — are  living  on  very  low  incomes;  150  percent  of  the  poverty 
level  or  lower. 

Looking  beyond  these  large  dollar  figures,  we  see  consumers  for  whom  a  few  dol- 
lars in  savings  can  make  a  big  difference  in  the  quality  of  their  lives.  Too  many 
older  and  low-income  Americans  are  forced  to  choose  between  the  medications  they 
need  and  other  basic  requirements  such  as  food,  clothing  and  shelter.  Access  to  low- 
cost  generic  drugs  will  put  more  food  on  their  tables. 

Background 

When  Congress  passed  the  GATT  implementing  legislation  in  1994  it  made 
changes  to  U.S.  patent  law.  Patents,  which  used  to  last  17  years  from  the  date  a 
patent  is  issued,  now  last  20  years  from  the  date  a  patent  application  is  submitted 
to  the  patent  office.  The  new  standard  was  applied  to  both  new  patents  and  existing 
patents. 

Congress  also  decided  that  it  would  be  unfair  to  penalize  companies  that  played 
by  the  rules  and  that  in  good  faith  reliance  on  pre-GATT  patent  law  were  ready 
to  market  generic  products  when  the  existing  17-year  patents  expired.  To  be  fair 
to  these  companies.  Congress  adopted  transition  rules  that  apply  to  existing  patents 
that  were  extended  by  the  GATT  legislation.  Companies  that  made  a  "substantial 
investment  in  a  generic  product  before  June  8,  1995,  could  market  their  product 
when  the  original  17-year  patent  expired  if  they  paid  "equitable  remuneration"  to 
the  patent  holder  during  the  patent  extension  period. 

In  its  haste  to  adopt  the  GATT  implementing  legislation,  however,  Congress  failed 
to  change  the  law  to  allow  the  Food  and  Drug  Administration  (FDA)  to  approve  ge- 
neric drugs  for  marketing  during  the  extension  period.  As  a  result,  the  pharma- 
ceutical industry  is  the  only  industry  that  is  not  covered  by  the  transition  rules.  We 
think  this  is  fundamentally  unfair.  According  to  the  U.S.  Trade  Representative  it 
was  clearly  unintended. 

Consumers  and  taxpayers  are  paying  the  price  for  Congress's  mistake. 

Debunking  the  myths 

In  letters  to  Senators  Pryor  and  Chafee  and  Sir  Leon  Brittan,  Vice  President  of 
the  European  Commission,  Ambassador  Kantor  clearly  indicates  that  the  transition 
rules  were  intended  to  apply  to  the  pharmaceutical  industry. 

In  fact,  the  company  that  will  reap  the  greatest  windfall  from  the  GATT  loophole, 
Glaxo-Wellcome,  did  not  know  what  had  happened  until  one  of  its  lawyers  was 
poring  through  the  GATT  implementing  legislation  and  had  a  self-described  "EURE- 
KA" moment  (see  attachment  3). 

Ambassador  Kantor's  letters  along  with  a  letter  from  William  Schultz,  Deputy 
Commissioner  for  Policy  at  the  Food  and  Drug  Administration,  also  debunk  the 
post-hoc  rationalizations  propounded  by  brand  name  drug  companies  to  justify  the 
billions  of  dollars  of  unintended,  wdndfall  profits  that  will  be  reaped  as  a  result  of 
the  GATT  loophole  (see  attachment  4). 
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I  would  like  to  comment  on  just  one  of  those  arguments.  It  is  one  that  we  hear 
time  and  time  again  in  the  debates  between  the  branded  and  generic  drug  indus- 
tries and  it  is  the  one  most  frequently  mentioned  by  Senators  who  oppose  closing 
the  GATT  loophole:  unintended,  windfall  profits  are  needed  to  support  research  and 
development  of  new  drugs. 

Members  of  the  Generic  Drug  Equity  Coalition  agree  that  a  healthy  research- 
based  pharmaceutical  industry  is  important  to  consumers  and  the  nation's  economy. 
New  drugs  are  clearly  needed  to  treat  illnesses  that  affect  younger  and  older  Ameri- 
cans alike.  But  it  is  disingenuous  to  argue  that  these  windfall  profits  must  or  will 
be  used  to  support  research  and  development  activities.  The  brand  name  drug  com- 
panies are  engaged  in  a  variety  of  business  transactions  that  can  siphon  off  these 
and  other  profits,  and  the  GATT  legislation  contains  no  controls  whatsoever  on  that 
likelihood. 

Glaxo,  for  example  will  earn  more  than  $2  billion  in  windfall  profits  based  on  the 
20-month  patent  extension  for  its  premier  anti-ulcer  dioig  Zantac.  Thirty-three  mil- 
lion prescriptions  were  written  for  Zantac  in  1994.  It  is  the  most  widely  prescribed 
drug  in  the  U.S.  In  1994,  Glaxo  also  purchased  Burroughs- Wellcome  for  several  bil- 
lion dollars. 

Bristol-Myers  Squibb,  which  based  on  our  conservative  estimates  earned  approxi- 
mately $100  million  in  unintended,  windfall  profits  on  Capoten,  just  two  months  ago 
spent  $110  million  to  purchase  a  Hungarian  drug  company. 

In  light  of  these  two  developments,  skeptics  might  reasonably  infer  that  these  two 
companies  had  a  need  for,  or  were  materially  advantaged  by,  the  unintended,  wind- 
fall profits  from  the  GATT  loophole  in  financing  these  acquisitions. 

Senator  William  Roth,  in  a  letter  to  a  pharmaceutical  company  detailing  the  rea- 
sons that  he  supports  closing  the  GATT  loophole,  offers  a  well  reasoned  and  sub- 
stantive rebuttal  to  the  research  and  development  argument  (see  attachment  5). 
Senator  Roth  does  "not  share  the  view  that  the  Pryor  amendment  would  reduce  the 
incentive  for  further  research  and  development  in  the  pharmaceutical  industry,  and 
thus  'chill'  such  R&D,"  because:  (1)  closing  the  GATT  loophole  only  affects  a  limited 
number  of  drugs;  (2)  branded  drug  companies  had  previously  set  profit  margins  for 
the  affected  drugs  to  recover  their  R&D  and  other  costs  based  on  the  pre-GATT  pat- 
ent term;  and  (3)  under  the  transition  rules,  generic  companies  must  pay  the  patent 
holder  "equitable  remuneration." 

Senator  Roth  correctly  notes  that  patent  holders  such  as  Glaxo-Wellcome  and 
Bristol-Myers,  Squibb  will  receive  pajrments  which  they  could  not  have  anticipated 
and  to  which  they  were  not  entitled  before  the  GATT  agreement  was  adopted. 

Restoring  the  balance 

One  hundred  and  nine  drugs  will  receive  a  patent  extension  as  a  result  of  the 
GATT  implementing  legislation.  Application  of  the  transition  rules  to  the  pharma- 
ceutical industry  will  allow  companies  to  market  generic  substitutes  for  these  drugs 
during  the  patent  extension  period  if,  and  only  if,  they  made  a  "substantial  invest- 
ment" in  the  generic  drug  prior  to  June  8,  1995,  and  are  willing  to  pay  "equitable 
remuneration"  to  the  patent  holder. 

For  purposes  of  our  analyses,  we  have  identified  28  drugs  for  which  a  company 
might  meet  these  two  tests  (see  attachment  6).  There  may  be  a  few  more,  there  may 
be  a  few  less.  We  have  made  a  well-educated  guess  to  come  up  with  our  list  of  28. 

Patent  holders  of  approximately  81  drugs  will  get  a  patent  extension  under  GATT 
with  very  little  likelihood  of  generic  competition  under  the  transition  rules  if  you 
act  to  close  the  GATT  loophole. 

An  earlier  study  prepared  by  the  PRIME  Institute  at  the  University  of  Minnesota 
looked  at  all  109  affected  and  asked  what  the  cost  to  consumers  would  be  if  Con- 
gress did  not  close  the  GATT  loophole.  They  came  up  with  an  estimated  cost  to  con- 
sumers and  taxpayers  of  approximately  $6  billion.  But,  again,  PRIME  looked  at  all 
109  drugs.  We  believe  that  closing  the  GATT  loophole  will  save  consumer  and  tax- 
payers $2.5  billion,  and  still  leave  substantial  new  revenues  in  the  industry  for  in- 
vestment in  R&D,  buyouts,  diversification  and  other  normal  business  activities. 

In  adopting  the  transition  rules.  Congress  attempted  to  achieve  a  balance  between 
the  interests  of  brand  name  companies  and  generic  companies.  Companies  with  ex- 
isting patents  received  patent  extensions  while  companies  that  met  the  "substantial 
investment"  and  "equitable  remuneration"  tests  could  market  generic  products  dur- 
ing the  patent  extension  period.  Closing  the  GATT  loophole  and  applying  the  transi- 
tion rules  to  the  pharmaceutical  industry  maintains  that  balance,  eliminates  the  un- 
intended, windfall  profits  for  a  few  companies  in  this  vast  industry,  and  saves  con- 
sumers and  taxpayers  billions  of  dollars  in  higher  drug  prices. 
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Making  the  right  choice 

Members  of  the  Senate  have  received  numerous  letters  from  consumer  and  senior 
groups  urging  them  to  close  the  GATT  loophole  (see  attachment  7)  and  the  issue 
has  received  extensive  media  coverage  (see  attachment  8).  It  is  time  to  do  the  right 
thing:  close  the  GATT  loophole  and  save  consumers  and  taxpayer  billions  of  dollars. 

The  bottom  line,  Mr.  Chairman  and  members  of  the  Committee,  is  that  you  face 
a  choice;  a  choice  between  unintended,  windfall  profits  for  a  handful  of  major  drug 
companies  and  billions  of  dollars  in  savings  for  American  consumers  and  taxpayers; 
a  choice  between  playing  fair  with  all  companies  that  played  by  the  rules  or  allow- 
ing a  handful  of  companies  to  enjoy  extensions  of  their  monopoly  power;  a  choice 
between  correcting  an  oversight  and  keeping  faith  with  the  American  people  or 
jaelding  to  the  special  interests  which  seek  to  take  advantage  of  an  admitted  legal 
and  legislative  oversight. 

The  National  Council  on  the  Aging  and  the  Generic  Drug  Equity  Coalition  urge 
you  to  make  the  right  choice.  Support  S.  1277!  Support  Senators  Chafee,  Pryor, 
Brown  and  others.  Most  of  all,  support  American  consumers. 

Please  close  the  GATT  loophole  today! 

Thank  you. 

[Editor's  note:   Additional   materials   submitted  by  James   P. 
Firman  are  retained  in  committee  files.] 
The  Chairman.  Thank  you. 
Ms.  Simpson,  we  will  turn  to  you. 

STATEMENT  OF  JUDITH  SIMPSON 

Ms.  Simpson.  My  name  is  Judith  Simpson  and  I  am  president  of 
the  United  Patients'  Association  for  Pulmonary  Hypertension.  I  am 
an  advocate  for  patients  who  suffer  from  primary  pulmonary  hyper- 
tension or  PPH. 

Mr.  Chairman,  on  behalf  of  those  patients,  an  unfortunate  minor- 
ity who  have  the  most  to  lose,  I  urge  you  and  your  colleagues  not 
to  undercut  the  patent  protections  that  support  research  and  devel- 
opment in  the  pharmaceutical  industry. 

PPH  is  a  rare  degenerative  disease  of  unknown  cause  that  at- 
tacks the  arteries  of  the  lungs  and  slowly  chokes  off  the  blood  ves- 
sels. Forced  to  pump  harder  and  harder  against  the  closing  vessels, 
the  heart  begins  to  fail.  PPH  was,  until  recently,  a  death  sentence. 
For  many  patients  in  advance  stages  of  the  disease,  the  only  effec- 
tive treatment  was  a  lung  or  a  heart-lung  transplant,  a  high-cost, 
high-risk  treatment  option  with  its  own  high  mortality  rate. 

I  know  about  this  devastating  disease  because  my  sister  suffers 
from  primary  pulmonary  hypertension.  But  today,  there  is  renewed 
hope  for  my  sister.  PPH  patients  on  oxygen  who  previously  could 
not  walk  across  a  room  can  work,  attend  school,  play  tennis,  do  the 
activities  of  daily  living,  and  lead  a  fairly  normal  life.  Their  hope 
comes  in  the  form  of  Flolan,  a  life-saving  drug  developed  by  Bur- 
roughs-Wellcome  and  now  marketed  by  Glaxo-Wellcome,  Inc. 

PPH  severely  affects  fewer  than  2,000  patients  in  this  country  at 
any  given  time.  Therefore,  Flolan  is  an  orphan  drug.  It  cost  hun- 
dreds of  millions  of  dollars  and  over  20  years  of  research  to  develop 
Flolan,  an  investment  made  possible  for  PPH  patients  because  of 
patent  protection.  Glaxo-Wellcome  will  never  recoup  the  cost  of  the 
development  of  Flolan,  our  miracle  drug. 

Sales  of  prescription  medicines  on  pharmacy  shelves  today  pay 
for  the  past  discoveries  and  drive  the  ongoing  research  and  devel- 
opment that  will  lead  to  the  discoveries  of  the  future.  Patents  pro- 
tect these  innovative  medicines  from  pirates  and  provide  a  return 
on  investment  that  allows  pharmaceutical  research  companies  to 
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reinvest  in  research  to  discover  more  and  better  treatments  for  dis- 
ease. 

I  realize  that  generic  medicines  can  benefit  society  by  providing 
low-cost  alternatives  for  prescription  medicines  once  the  patents 
have  expired.  But  the  short-term  gain  in  lower  costs  of  a  handful 
of  prescription  drugs  does  not  compare  with  the  long-term  gain  for 
society  from  continued  investment  in  R&D. 

Generic  companies  would  not  have  invested  in  discovering  Flolan 
for  the  benefit  of  a  few  hundred  patients  like  my  sister,  nor  are 
they  likely  to  make  a  generic  version  of  our  drug,  and  by  creating 
exceptions  to  patent  protections  to  benefit  the  generic  drug  indus- 
try, Congress  opens  the  door  to  further  erosion  of  patent  protection 
by  other  special  interest  groups. 

For  patients  suffering  from  diseases  like  PPH,  this  would  be  a 
huge  step  backward.  In  my  experience  as  a  pediatric  nurse,  I  have 
watched  infants  blue  from  lack  of  oxygen  be  given  Flolan  and  turn 
into  pink,  active  babies.  I  have  rejoiced  with  children,  young  par- 
ents, and  middle-aged  people  stricken  with  PPH  who  leave  their 
wheelchairs  and  oxygen  behind  as  they  resume  normal  lives  be- 
cause of  Flolan.  I  get  to  help  them  move  back  into  life  instead  of 
helping  them  prepare  to  die.  Patent  protection  makes  the  develop- 
ment of  drugs  like  Flolan  possible. 

Just  like  the  people  I  work  with,  countless  other  patients  and 
families  across  this  country  look  to  the  U.S.  pharmaceutical  indus- 
try for  new  and  better  treatments  for  Alzheimer's,  AIDS,  cancer, 
Parkinson's,  and  a  host  of  other  diseases.  These  companies  need 
and  deserve  the  incentives  for  innovation  provided  by  strong  intel- 
lectual property  protection. 

I  urge  you  not  to  change  the  law  to  undercut  that  patent  protec- 
tion provided  by  GATT.  R&D  is  our  only  hope.  Please  do  not  dimin- 
ish it.  One  day,  your  life,  my  life,  or  the  lives  of  our  children  may 
depend  upon  it.  Thank  you. 

[The  prepared  statement  of  Ms.  Simpson  follows:] 

Prepared  Statement  of  Judith  Simpson 

My  name  is  Judith  Simpson,  and  I  am  president  of  the  United  Patients'  Associa- 
tion for  Pulmonary  Hypertension.  I  am  here  today  to  urge  you  not  to  undercut  the 
patent  protections  that  support  research  and  development  in  the  pharmaceutical  re- 
search industry.  That  R&D  offers  this  country's  best  hope  for  patients  awaiting  a 
cure  or  better  treatments  for  disease. 

Each  year,  a  few  hundred  patients  in  the  United  States  are  diagnosed  with  a  very 
rare,  degenerative  disease  of  unknown  cause  called  primary  pulmonary  hyper- 
tension, or  PPH.  PPH  attacks  the  arteries  of  the  lungs,  slowly  choking  off  the  blood 
vessels.  As  the  vessels  close,  the  heart  is  forced  to  pump  harder  and  harder  to  de- 
liver blood  to  the  lungs.  The  heart  begins  to  fail,  unable  to  compete  against  the  con- 
stantly increasing  pressure  in  the  lungs. 

Until  recently,  the  diagnosis  of  PPH  was  a  virtual  death  sentence.  Imagine  suffer- 
ing from  a  disease  so  severe  that  it  takes  all  your  energy  to  get  up  from  a  chair 
and  walk  across  the  room.  Imagine  being  told  that  you  have  a  few  months,  or  at 
best  a  few  short  years  to  live,  and  that  your  physical  capabilities  will  decline  to  the 
point  that  your  quality  of  life  is  virtually  non-existent.  Imagine  being  told  that  your 
best  hope  for  long-term  survival  is  a  lung  or  heart/lung  transplant — a  high-cost, 
high-risk  treatment  option  with  its  own  high  mortality  rate. 

Thankfully,  today,  there  is  hope.  Thanks  to  research  which  dates  back  to  the 
1970s,  a  new  drug — Flolan — has  been  approved  to  treat  PPH.  This  new  medicine  not 
only  extends  life,  but  also  allows  patients  to  live  full,  active  and  productive  lives. 

I  know  about  the  suffering  of  PPH  patients  because  my  sister  is  one.  And  I  know 
about  the  hope  this  medicine  brings  to  PPH  patients  because  I  have  seen  the  re- 
markable change  it  has  made  in  my  own  sister's  life. 
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At  its  worst,  PPH  limited  my  sister's  activities — on  a  good  day — to  getting  up  and 
dressed  in  the  morning,  and  maybe  fixing  dinner.  Today,  she  can  breathe.  She  can 
walk.  She  can  do  everyday  chores  like  a  normal  person.  Instead  of  giving  up  on  the 
future,  she  now  has  a  future  to  look  forward  to. 

Hundreds  of  millions  of  dollars  and  more  than  20  years  of  research  were  invested 
by  Burroughs  Wellcome  Co.  in  the  discovery  and  development  of  Flolan.  Because  it 
treats  a  condition  that  severely  affects  less  than  2,000  patients  in  this  country  at 
any  given  time,  Flolan  is  an  orphan  drug.  And  when  it  comes  to  serving  patients 
suffering  from  deadly  orphan  diseases  like  PPH,  our  research-based  pharmaceutical 
companies  are  the  only  ones  that  will  bring  us  such  innovative  therapies  for  com- 
plex, life-threatening  diseases.  It  is  the  research-based  companies  that  give  us  hope. 

But  pharmaceutical  research  companies  can  afford  to  make  huge  investments  in 
the  research  and  development  necessary  to  discover  and  develop  new  medicines  only 
because  they  have  patent  protection.  Sales  of  medicines  on  tne  shelves  today  pay 
for  past  discoveries  and  drive  the  ongoing  research  and  development  that  leads  to 
the  discoveries  of  the  future.  Patents  protect  these  innovative  medicines  from  profit- 
eering by  pirates,  and  preserve  incentives  for  reinvestment  into  the  research  that 
will  lead  to  tomorrow's  discoveries.  Without  patent  protection,  we  would  not  have 
a  pharmaceutical  research  industry,  or  the  multitude  of  benefits  this  industry  brings 
to  our  society. 

Historically,  this  nation  has  strongly  supported  the  principle  of  patent  protection 
because  patents  fuel  the  American  entrepreneurial  spirit  and  have  led  to  countless 
inventions  that  have  improved  our  society.  In  keeping  with  this  tradition.  Congress 
recently  strengthened  patent  protections  for  pharmaceutical  research  and  other  U.S. 
industries  through  the  General  Agreement  on  Tariffs  and  Trade  (GATT).  That 
agreement  brought  U.S.  intellectual  property  law  in  line  with  other  industrialized 
countries,  establishing  a  worldwide  standard  of  protection.  The  GATT  resulted  in 
slightly  longer  patent  protection  for  all  products,  including  a  handful  of  medicines 
that  already  face  competition  from  other  therapies. 

But  today,  the  American  tradition  of  patent  protection  is  being  threatened  by  a 
few  generic  drag  companies  that  are  trjang  to  change  the  laws  affecting  implemen- 
tation of  GATT.  They  want  to  gain  financially  by  bringing  their  products  to  market 
before  the  patents  expire  on  the  pioneering  companies*  products.  While  I  appreciate 
the  cost  savings  that  generic  drugs  can  offer  in  the  short  term,  no  generic  drug  com- 
pany would  commit  the  millions  of  dollars  or  many,  many  years  of  research  to  dis- 
cover or  develop  the  kind  of  medicine  that  has  saved  my  sister.  It  is  equally  unlikely 
that  any  generic  drug  company  would  ever  produce  a  generic  version  for  a  patient 
population  so  small. 

While  the  proposals  before  Congress  would  directly  reduce  patent  protection  for 
a  few  products,  I  am  greatly  concerned  that  approval  of  any  such  proposals  will 
weaken  this  country's  traditional  support  of  patent  protections  in  favor  of  other 
short-term  special  interests  like  those  of  the  generic  drug  industry.  The  short-term 
gain  for  these  few  companies  or  others  like  them  could  lead  to  a  serious  long-term 
loss  for  millions  of  Americans  who  suffer  from  disease.  To  strip  only  the  research- 
based  pharmaceutical  industry  of  the  stronger  patent  protections — while  every  other 
industry  continues  to  enjoy  them — is  to  send  an  extremely  negative  message  that 
will  resonate  long  and  loudly  throughout  the  research  community  in  all  industries. 
It  would  send  an  especially  chilling  message  to  the  research  companies  leading  the 
expensive  and  risky  fight  against  disease. 

It's  hard  to  place  a  dollar  value  on  something  that  sustains  life  and  improves  the 
quality  of  that  life,  because  that  value  is  immeasurable.  What  is  it  worth  to  be  able 
to  walk  across  a  room  without  having  to  stop  and  rest?  What  is  it  worth  to  have 
the  energy  to  care  for  a  family?  And  what  is  it  worth  for  all  those  people  who  are 
suffering  from  disease,  but  who  still  have  hope  that  someone,  somewhere,  will  find 
a  cure? 

My  family  and  I  have  experienced  the  direct  benefits  of  the  tremendous  invest- 
ments that  the  pharmaceutical  industry  has  made  in  research  and  development. 
And  we're  not  just  talking  about  Flolan.  Countless  patients  and  families  in  every 
state  across  this  country  look  to  the  U.S.  pharmaceutical  industry  for  new  and  bet- 
ter treatments  for  Alzheimer's,  AIDS,  cancer,  Parkinson's  and  a  host  of  other  dis- 
eases. 

These  companies  need  and  deserve  the  incentives  for  innovation  provided  by 
strong  intellectual  property  protection.  I  urge  you  not  to  change  the  law  to  undercut 
the  patent  protection  provided  by  GATT.  One  day,  your  life,  or  the  lives  of  our  chil- 
dren may  depend  on  it. 

The  Chairman.  Thank  you,  Ms.  Simpson.  I  think  you  shed  a  lot 
of  Ught  on  some  of  the  problems  that  this  whole  issue  brings  up. 
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Mr.  Gunter,  we  will  turn  to  you. 

STATEMENT  OF  ROBERT  J.  GUNTER 

Mr.  Gunter.  Thank  you,  Mr.  Chairman,  members  of  the  commit- 
tee. My  name  is  Robert  J.  Gunter.  I  am  president  of  Novopharm 
USA,  a  generic  drug  manufacturer  headquartered  in  Schaumberg, 
IL.  lam  also  chairman  of  the  National  Pharmaceutical  Alliance,  a 
trade  association  comprised  of  some  95  companies  that  are  dedi- 
cated to  manufacturing  and  distributing  generic  drugs. 

I  want  to  thank  you  for  the  opportunity  to  be  here  today  and  to 
present  my  testimony  on  the  subject  of  today's  hearing.  In  addition, 
I  would  like  the  committee  to  know  that  my  testimony  reflects  the 
views  of  the  entire  U.S.  generic  drug  industry,  as  I  am  sanctioned 
to  speak  on  behalf  of  the  other  two  trade  organizations  that  rep- 
resent generic  pharmaceutical  manufacturers,  the  Generic  Pharma- 
ceutical Industry  Association  and  the  National  Association  of  Phar- 
maceutical Manufacturers. 

I  would  like  to  start  by  stating  that  I  am  a  strong  proponent  of 
the  U.S.  patent  system  and  support  the  intellectual  property  pro- 
tections achieved  in  the  Uruguay  Round  Agreements  Act  of  the 
GATT.  Patent  protection  is  essential  for  companies  that  invest  in 
research  and  innovation.  Research  is  vital  to  every  industry,  for 
without  it,  there  would  be  no  future  products.  In  the  pharma- 
ceutical industry,  it  provides  for  a  better  life. 

Senators  Pryor  and  Chafee,  as  well  as  other  witnesses  here 
today,  have  already  outlined  the  complex  nature  of  how  GATT  will 
harmonize  U.S.  patent  laws  with  other  countries  and  the  unique 
situation  that  now  faces  the  generic  drug  industry. 

Mr.  Chairman,  the  purpose  of  my  testimony  is  to  point  out  how 
the  generic  drug  industry  has  made  a  substantial  investment  and 
should  be  treated  like  all  other  industries  under  the  provisions  of 
GATT. 

Mr.  Chairman,  the  URAA  provided  a  grandfather  provision  to 
allow  companies  who  make  investments  in  developing  new  prod- 
ucts based  on  pre-GATT  expiring  to  bring  these  products  to  mar- 
ket. The  test  case  under  this  transitional  clause  is  that  a  company 
must  have  made  a  substantial  investment  in  the  development  of  a 
product  prior  to  June  8,  1995.  Novopharm  and  many  other  generic 
drug  manufacturers  have  clearly  met  this  criterion  for  dozens  of 
products. 

On  behalf  of  the  entire  generic  drug  industry,  I  would  like  to  use 
my  own  company's  experience  as  just  one  example  of  how  generic 
drug  companies  have  relied  on  original  patent  expiration  dates  and 
made  substantial  investments  in  bringing  generic  drugs  to  market. 
While  my  scenario  represents  the  experience  of  Novopharm,  it  is 
important  to  note  that  many  other  generic  manufacturers  have  also 
made  significant  financial  commitments.  That,  under  any  rational 
standard,  constitutes  substantial  investment. 

Mr.  Chairman,  in  anticipation  of  1995  patent  expiration  on  sev- 
eral of  the  best-selling  drugs  in  the  United  States,  and  in  tandem 
with  Novopharm's  submission  of  abbreviated  new  drug  applica- 
tions, Novopharm  began  construction  in  1994  of  a  $38  million  pro- 
duction facility  in  Wilson,  NC,  specifically  to  produce  generic  ver- 
sions of  products  that  would  come  off  of  patent  in  1995-96. 
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Like  all  companies  in  all  industries,  Novopharm  has  made  stra- 
tegic business  plans  and  investments  based  on  current  U.S.  laws 
and  regulations  that  have  been  established  for  many  years.  These 
existing  17-year  patent  terms  played  a  critical  role  in  the  timing 
of  this  decision  and  Novopharm's  plan  for  long-term  growth.  There- 
fore, it  is  no  coincidence  that  our  Wilson  facility  has  been  timely 
constructed  to  coincide  with  the  expected  expiration  dates  for  drugs 
which  we  have  received  FDA  approval  to  produce. 

The  best  analogy  I  often  make  when  explaining  GATT  to  some- 
one unfamiliar  with  the  conflict  is  to  that  of  a  football  game. 
Throughout  the  entire  game,  our  team  plays  under  the  same  set  of 
rules  as  our  opponent,  heading  toward  a  set  goal  line  ahead  of  us. 
However,  in  this  case,  the  goal  line  has  just  been  pushed  back  fur- 
ther away  from  our  team,  tilting  what  was  once  a  level  playing 
field. 

Is  that  fair?  I  hardly  think  so.  Is  this  the  message  we  want  to 
send  to  the  American  business  community?  Play  by  the  rules  but 
do  not  complain  if  the  Government  changes  them  in  midgame. 

Mr.  Chairman,  American  taxpayers  face  tremendous  additional 
costs  for  prescription  drugs  as  a  result  of  the  loophole  in  the 
URAA.  For  example,  in  1995,  at  least  10  new  drug  patents  would 
have  expired  without  the  GATT  extension.  Three  of  these  drugs 
alone  will  cost  Americans  an  additional  $1  to  $2  billion  over  2 
years  and  taxpayers  must  subsidize  entire  Gk)vernment  health  care 
spending.  The  CBO  estimates  that  Medicaid  will  save  $150  million 
if  this  loophole  is  closed. 

Novopharm's  experience  is  unique  with  respect  to  our  Wilson  fa- 
cility. However,  like  our  many  competitors,  we  have  made  other 
substantial  investments.  Generic  drug  companies  have  spent  mil- 
lions of  dollars  in  product  research  and  development,  including 
work  that  began  years  before  patent  expiration.  This  expensive  and 
time-consuming  work  culminates  with  the  submission  of  an  ANDA. 

Mr.  Chairman,  because  of  the  governing  role  of  the  FDA  on  ge- 
neric drugs  entering  the  marketplace  and  its  unique  relationship  to 
U.S.  pharmaceutical  patents  through  Hatch-Waxman,  the  U.S.  ge- 
neric industry  is  being  singled  out  and  excluded  from  the  benefits 
and  provisions  of  URAA  and  its  transition  clause  which  applies  to 
all  other  U.S.  industries. 

Mr.  Chairman,  in  closing,  I  urge  the  committee  to  support  the 
legislation  proposed  by  Senators  Pryor,  Brown,  and  Chafee  that 
would  make  the  necessary  conforming  amendment  to  existing  law 
so  that  the  transition  provisions  of  URAA  apply  equally  to  the 
pharmaceutical  industry  in  the  same  way  they  apply  to  every  other 
industry. 

With  this  technical  correction,  companies  that  have  made  sub- 
stantial investment  in  the  development  of  generic  drug  products 
will  be  treated  equally  under  the  law.  Also,  American  consumers 
will  begin  to  realize  the  generic  drug  savings  that  they  should  have 
been  receiving  since  August  1995,  when  the  first  prescription  drug, 
Capoten,  would  have  come  off  patent. 

Mr.  Chairman,  this  concludes  my  remarks.  Thank  you  very  much 
again  for  this  opportunity. 

[The  prepared  statement  of  Mr.  Gunter  follows:] 
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Prepared  Statement  of  Robert  J.  Gunter 

Mr.  Chairman,  Members  of  the  Committee,  my  name  is  Robert  Gunter.  I  am 
President  of  Novopharm  USA,  a  generic  drug  manufacturer  headquartered  in 
Schaumburg,  Illinois.  I  also  currentfy  serve  as  chairman  of  the  National  Pharma- 
ceutical Alliance,  a  trade  association  comprised  of  some  95  companies  dedicated  to 
manufacturing  and  distributing  generic  drugs.  I  want  to  thank  you  for  the  oppor- 
tunity to  be  here  today  and  to  present  my  testimony  on  the  subject  of  today's  hear- 
ing, "Pharmaceutical  Patent  Issues  and  Interpreting  GATT." 

In  addition,  I  would  like  the  Committee  to  know  that  my  testimony  reflects  the 
views  of  the  entire  U.S.  generic  drug  industry  in  that  it  has  the  support  of  the  other 
two  trade  associations  that  represent  generic  pharmaceutical  manufactiirers,  the 
Generic  Pharmaceutical  Industry  Association  and  the  National  Association  of  Phar- 
maceutical Manufacturers. 

Let  me  begin  by  first  stating  that  I  am  a  strong  proponent  of  the  U.S.  patent  sys- 
tem and  support  the  intellectual  property  protections  that  were  achieved  in  the  Uru- 
guay Round  Agreements  Act  (URAA)  of  the  GATT.  Patent  protection  is  essential  for 
companies  that  invest  in  research  and  innovation.  And,  as  we  all  know,  research 
is  vital  to  every  industry,  for  without  it  there  would  be  no  future  products.  In  the 
pharmaceutical  industry,  it  provides  for  a  better  quality  of  life. 

The  result  of  the  URAA  was  to  extend  the  terms  of  U.S.  patents  to  equal  those 
of  other  nations  around  the  world,  creating  a  level  international  playing  field  for  all 
industries  to  conduct  business,  and  thereby  strengthening  intellectual  property  pro- 
tection worldwide.  My  purpose  for  being  here  today  is  not  to  take  exception  with 
the  changes  in  U.S.  patent  law  brought  about  by  the  URAA  (PL.  103-465),  but  rath- 
er to  make  the  case  for  why  those  changes  should  apply  to  the  U.S.  pharmaceutical 
industry  in  the  same  manner  as  they  apply  to  all  other  U.S.  industries.  Specifically, 
I  want  to  point  out  how  current  interpretations  of  URAA  have  created  a  situation 
that  has  placed  the  generic  drug  industry  and  American  consumers  at  a  distinct  dis- 
advantage relative  to  the  brand-name  drug  industry. 

Mr.  Chairman,  the  URAA  provides  that  the  term  of  patents  in  the  United  States 
be  changed  from  17  years  from  the  date  of  approval  to  20  years  from  the  date  of 
filing.  For  those  patents  that  were  in  force  on  June  8,  1995  and  those  applications 
submitted  by  that  date,  the  applicant  has  the  option  of  choosing  the  longer  of  the 
two  periods — either  17  years  from  the  date  of  grant  or  20  years  from  the  date  of 
filing. 

As  a  result,  the  term  of  some  existing  patents  has  been  extended  for  as  much  as 
20  months.  For  example,  the  patent  covering  Capoten,  a  hjrpertension  drug  with  an 
annual  U.S.  market  in  excess  of  $500  million,  was  extended  by  6  months.  The  pat- 
ent covering  Zantac,  an  ulcer  drug  with  a  $2.17  billion  annual  market,  has  been  ex- 
tended by  19  months. 

In  anticipation  of  the  potentially  adverse  effect  on  individuals  and  companies  who 
made  substantial  investments  based  on  the  pre-GATT  patent  expiration  dates,  the 
URAA  includes  a  "transition  clause"  (Section  532).  This  clause  provides  that  if  a 
person  or  company  has  made  a  "substantial  investment"  based  on  the  original  expi- 
ration date  of  a  product  prior  to  June  8,  1995  in  preparation  of  marketing  the  prod- 
uct once  the  old  patent  term  expires,  they  shall  be  allowed  to  market  the  product 
during  the  GATT  extension  period,  while  providing  equitable  remuneration  to  the 
patent  holder. 

According  to  USTR  Ambassador  Kantor,  these  provisions  were  intended  to  apply 
equally  to  all  industries,  including  the  pharmaceutical  industry.  But,  in  drafting  the 
URAA,  Congress  made  an  oversight.  Because  of  a  unique  relationship  between  U.S. 
pharmaceutical  patents  and  the  governing  role  of  the  Food  and  Drug  Administration 
(FDA)  on  generic  drugs  entering  the  market,  it  is  our  belief,  as  well  as  the  belief 
of  many  other  experts,  that  Congress  overlooked  the  need  to  make  conforming 
amendments  to  existing  drug  and  patent  laws  that  would  allow  the  URAA  transi- 
tion clause  to  apply  to  the  pharmaceutical  industry,  just  as  that  transition  clause 
applies  to  all  other  industries. 

Under  the  Food  Drug  &  Cosmetics  Act,  the  FDA  cannot  approve  a  generic  drug 
application  during  the  term  of  a  valid  patent.  The  FDA  makes  no  distinction  be- 
tween original  patent  terms  and  the  URAA  extended  terms.  Therefore,  although 
URAA  allows  generic  drug  manufacturers  to  market  the  product  during  the  ex- 
tended patent  term,  FDA  under  its  own  statute  cannot  approve  applications  for 
these  same  products. 

Despite  the  fact  that  there  is  nothing  in  the  language  of  the  GATT  agreement  or 
in  the  legislative  history  of  the  URAA  which  suggests  that  Congress  intended  to  ex- 
empt pharmaceutical  patents  from  this  transition  clause,  the  FDA  has  concluded 
that  it  cannot  grant  generic  drug  approvals  until  the  new,  post-URAA  patent  expira- 
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tion  date,  in  spite  of  a  transition  clause  URAA  that  suggests  otherwise.  This  thereby 
treats  the  pharmaceutical  industry  differently  from  all  other  U.S.  industry. 

The  result  of  this  loophole  has  been  to  single  out  the  U.S.  generic  drug  industry 
and  to  exclude  it  and  consumers  from  the  benefits  provided  in  the  URAA's  patent 
transition  language.  This  has  created  an  unintended,  extended  monopoly  and  an 
enormous  economic  windfall  for  dozens  of  brand-name  prescription  drugs  at  a  cost 
of  billions  of  dollars  to  the  American  consumer. 

Mr.  Chairman,  in  order  to  correct  this  situation.  Congress  should  amend  existing 
law  along  the  lines  of  legislation  which  has  been  proposed  by  Senators  Pryor  (AR), 
Chafee  (RI),  and  Brown  (CO) — which  would  clarify  that  the  transition  provisions  of 
the  URAA  apply  fully  to  the  approval  of  generic  drugs  by  the  FDA.  This  legislation 
has  also  received  full  support  from  Senators  Daschle  (SD),  Byrd  (WVA)  Leahy  (VT), 
Bryan  (NV)  and  Feinstein  (CA). 

SUBSTANTIAL  INVESTMENT 

The  key  test  under  the  transition  clause  of  the  URAA  is  that  a  company  must 
have  made  a  "substantial  investment"  in  the  development  of  a  product  prior  to  June 
8,  1995.  Novopharm  along  with  many  other  generic  drug  manufacturers  have  clearly 
met  this  criteria  of  "substantial  investment"  for  dozens  of  products. 

As  I  mentioned  before,  I  am  speaking  before  you  not  only  as  the  Chairman  of  NPA 
but  also  as  the  President  of  Novopharm  USA.  In  wearing  both  hats,  I  would  like 
to  use  my  own  company's  experience  as  one  example  of  how  generic  drug  companies 
have  relied  on  original  patent  term  expiration  term  dates  to  make  "substantial  in- 
vestment" in  developing  Abbreviated  New  Drug  Applications.  While  my  scenario 
represents  the  individual  experience  of  Novopharm,  it  is  important  to  note  that 
many  other  generic  pharmaceutical  companies  have  made  significant  financial  com- 
mitments that,  under  any  rational  standard,  constitute  "substantial  investment." 

Mr.  Chairman,  in  anticipation  of  1995  patent  expirations  on  several  of  the  best- 
selling  drugs  in  the  U.S.,  and  in  tandem  with  Novopharm's  submission  of  Abbre- 
viated New  Drug  Applications,  known  as  ANDAs,  Novopharm  purchased  real  estate 
in  a  Wilson,  North  Carolina  industrial  park.  We  constructed  a  $38  million  produc- 
tion facility  to  specifically  produce  generic  versions  of  brand  name  products  that 
would  have  come  off  patent  in  1995,  if  not  for  the  GATT  extension.  To  support  this 
facility,  Novopharm  will  hire  several  hundred  employees  from  the  local  area,  bring- 
ing increased  growth  to  the  economy.  The  Wilson  facility  has  been  constructed  spe- 
cifically to  handle  the  large  production  volume  and  anticipated  consumer  demand 
for  these  more  affordable,  generic  prescription  products. 

Like  all  companies  in  all  industries  in  the  U.S.,  Novopharm  has  made  strategic 
business  plans  and  investments  based  on  current  laws  and  regulations  that  have 
been  established  for  many  years.  The  existing  17  year  patent  terms  and  their  subse- 
quent expiration  dates  played  a  critical  role  in  the  timing  of  these  decisions  and 
Novopharm's  plans  for  long-term  growth.  Therefore,  it  is  no  coincidence  that  our 
Wilson  facility  has  been  constructed  along  a  time-line  to  coincide  with  the  expected 
expiration  dates  for  drugs  which  we  have  received  FDA  approval  to  produce  in  a 
generic  form. 

The  best  analogy  that  I  often  make  when  explaining  GATT  to  someone  unfamiliar 
with  the  conflict  is  to  that  of  a  football  game.  Throughout  the  entire  game,  our  team 
plays  under  the  same  set  of  rules  as  our  opponent,  heading  toward  a  set  goal  line 
ahead  of  us.  However,  in  this  case,  the  goal  line  has  just  been  pushed  back  further 
away  from  our  team,  tilting  what  was  once  a  level  playing  field. 

Is  that  fair?  I  hardly  think  so.  Is  this  the  message  we  want  to  send  to  the  Amer- 
ican business  community — to  play  by  the  rules  but  don't  complain  if  the  government 
decides  to  change  them  in  "mid-game?"  Mr.  Chairman,  the  American  taxpayers  now 
face  tremendous  additional  costs  for  prescription  drugs  as  a  result  of  the  loophole 
in  the  URAA,  which  fails  to  apply  the  transition  clause  to  the  pharmaceutical  indus- 
try. For  example:  In  1995,  at  least  10  new  drug  patents  would  have  expired  without 
the  GATT  extension.  Three  of  these  drugs  alone  will  cost  Americans  an  additional 
$1-2  billion  over  two  years,  and,  taxpayers  must  also  subsidize  higher  government 
health  care  spending.  The  CBO  estimates  that  Medicaid  will  save  $150  million  if 
this  loophole  is  closed. 

Novopharm's  experience  is  unique  with  respect  to  our  N.C.  facility.  However,  like 
our  many  competitors,  we  have  made  other  substantial  investments.  Generic  drug 
companies  spend  millions  of  dollars  in  product  research  and  development.  Their 
work  begins  years  before  patent  expiration  and  includes  raw  materials  sourcing, 
drug  master  file  qualifications,  drug  formulation  development,  chemistry  research 
and  completion  of  a  successful  human  bioequivalence  study.  All  of  this  expensive 
and  time-consuming  work  culminates  with  the  submission  of  an  ANDA.  Dozens  of 
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these  applications  representing  years  of  exhaustive  scientific  research  and  develop- 
ment and  tens  of  millions  of  dollars  were  prepared  and  submitted  to  the  FDA  in 
reliance  on  the  pre-URAA  patent  expiration  dates. 

CONCLUSION 

In  closing,  I  would  simply  urge  the  Committee  to  support  the  legislation  proposed 
by  Senators  Pryor,  Brown  and  Chafee  that  would  make  the  necessary  conforming 
amendment  to  existing  law  so  that  the  transition  provisions  of  URAA  apply  equally 
to  the  pharmaceutical  industry  in  the  same  way  that  they  apply  to  every  other  in- 
dustry. With  this  technical  correction,  companies  that  have  made  substantial  invest- 
ment in  the  development  of  generic  pharmaceutical  products  will  be  treated  equally 
under  the  law  and  American  consumers  will  begin  to  realize  the  generic  drug  sav- 
ings that  they  should  have  been  receiving  since  August,  1995  when  the  first  pre- 
scription drug,  Capoten,  would  have  come  off  patent. 

Mr.  Chairman,  this  concludes  my  remarks.  Thank  you  again  for  this  opportunity. 
I  would  be  happy  to  answer  any  questions. 

The  Chairman.  Thank  you  so  much,  Mr.  Gunter. 

Mr.  Mossinghoff,  let  me  just  begin  with  you.  It  is  my  understand- 
ing that  on  June  8,  1995,  there  were  in  excess  of  1  milHon  patents 
in  force. 

Mr.  Mossinghoff.  That  is  correct. 

The  Chairman.  Because  of  the  implementation  of  GATT,  all  of 
those  patents— all  of  them— are  entitled  to  the  greater  of  17  years 
from  patent  issuance  or  the  new  international  standard  of  20  years 
from  the  date  of  patent  application. 

Mr.  Mossinghoff.  That  also  is  correct,  yes. 

The  Chairman.  Everybody? 

Mr.  Mossinghoff.  That  is  right. 

The  Chairman.  So  there  are  a  lot  of  companies  that  are  going 
to  benefit;  some  will  not  benefit. 

Mr.  Mossinghoff.  That  is  right. 

The  Chairman.  Not  just  in  the  pharmaceutical  industry  but  ev- 
erywhere. Across  the  board,  there  are  winners  and  losers. 

Mr.  Mossinghoff.  Across  the  10,000  subsections  that  the  Patent 
Office  has,  that  is  right. 

The  Chairman.  Since  patent  extensions  have  been  made  across 
many  industries,  can  you  tell  the  committee  about  any  patent  dis- 
putes that  are  taking  place  in  other  industries. 

Mr.  Mossinghoff.  We  do  not  know  of  any.  We  did  a 

The  Chairman.  You  mean  they  are  not  concerned  about  consum- 
ers? Where  are  the  consumer  advocates  in  these  other  industries? 

Mr.  Mossinghoff.  I  have  not 

The  Chairman.  My  gosh,  they  are  going  to  save  a  lot  of  money. 

Mr.  Mossinghoff.  I  have  not  heard  them,  Mr.  Chairman. 

The  Chairman.  You  have  not  heard  any? 

Mr.  Mossinghoff.  And  I  do  not  think  there  are  any  disputes— — j 

The  Chairman.  Where  is  our  consumer  industry  if  what  is  being  j 
done  here  is  right? 

Mr.  Mossinghoff.  That  is  a  very  good  question.  As  far  as  1 
know,  there  are  no  disputes.  There  are  certainly  none  that  we 
could  find  in  the  courts  involving  the  provision. 

The  Chairman.  Do  any  of  these  other  industries  have  the  bene- 
fits that  the  generic  drug  industry  has  vis-a-vis  the  research  com- 
panies? 

Mr.  Mossinghoff.  None  at  all. 

The  Chairman.  Not  any? 
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Mr.  MOSSINGHOFF.  There  is  not  one  industry  that  has  the  unique 
advantages  that  the  generic  drug  industry  has  under  the  Hatch- 
Waxman  Act. 

The  Chairman.  And  that  is  that  they  can  legally  infringe  the 
patent  before  it  expires. 

Mr.  MOSSINGHOFF.  Only  the  generic  drug  industry  can  do  that. 
None  of  the  other  10,000  industries  in  the  United  States  can  do 
that. 

The  Chairman.  And  that  is  one  of  the  things  that  I  guess  I  take 
the  blame  for,  right? 

Mr.  MOSSINGHOFF.  Credit  or  blame,  depending  on  who  you  are 
talking  to,  sir.  [Laughter.] 

The  Chairman.  But  the  fact  of  the  matter  is,  we  have  made  this 
exception  in  the  interest  of  consumers. 

Mr.  MOSSINGHOFF.  That  is  correct. 

The  Chairman.  We  have  not  done  it  in  any  other  industry.  When 
you  get  right  down  to  it,  a  lot  of  people  think  most  of  the  reason 
we  are  here  today  is  to  argue  about  the  patent  for  Zantac.  Can  you 
outline  for  the  committee  the  special  circumstances  that  surround 
the  patent  on  that  drug? 

Mr.  MOSSINGHOFF.  I  am  obviously  not  a  representative  of  that 
company  specifically,  but 

The  Chairman.  No,  but  you  understand. 

Mr.  MOSSINGHOFF.  I  understand  that  the  Zantac  patent,  one,  en- 
joyed none  of  the  benefits  from  the  Hatch-Waxman  law  be- 
cause  

The  Chairman.  It  came  out  in  1983,  I  understand,  and  Hatch- 
Waxman  was  enacted  in  1984. 

Mr.  MOSSINGHOFF.  That  is  correct.  So  in  terms  of  the  balancing, 
the  advantages  the  research-based  industry  got  vis-a-vis  the  advan- 
tages the  generic  industry  got,  Zantac  or  Glaxo  got  no  advantages 
out  of  the  1984  act. 

Second,  there  was  some  talk  this  morning  about  a  day-for-day 
kind  of  provision.  As  I  have  seen  the  official  publication  of  the  Food 
and  Drug  Administration,  referred  to  sometimes  as  the  "orange 
book,"  and  Zantac  is  covered  by  two  patents,  one  of  which  would 
have  expired  in,  I  believe,  December  1995.  The  other  will  expire  in 
the  year  2002.  So  I  do  not  believe  that  the  argument  is  quite  as 
cogent  as  was  stated  here. 

The  Chairman.  So  even  if  GATT  had  not  been  enacted,  no  ge- 
neric version  of  Zantac  would  have  had  the  possibility  of  going  to 
market  until  at  least  September  1996? 

Mr.  MOSSINGHOFF.  It  would  be  certainly  not  in  effect  until  Sep- 
tember 1996  because  that  is  the  period  of  time.  That  is  certain.  The 
question  is  whether  it  would  have  been  able  to  be  made  after  that. 
I  think  that  would  be  a  matter  for  litigation. 

The  Chairman.  Right. 

Mr.  MOSSINGHOFF.  The  patent  on  Zantac  that  expires  in  the  year 
2002  was  specifically  held  to  be  valid  by  the  Court  of  Appeals  for 
the  Federal  Circuit. 

The  Chairman.  Then  would  it  be  correct  to  say  that  Zantac's 
manufacturer,  Glaxo  in  this  case,  is  not  making  a  penny  extra  each 
day  that  Congress  refuses  to  act  on  the  Pryor-Chafee-Brown 
amendment? 
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Mr.  MossiNGHOFF.  It  certainly  is  not  true  until  September  1996. 
It  could  not  possibly  be  true. 

The  Chairman.  Ms.  Simpson,  let  me  just  go  to  you  for  a  second 
here.  You  are  a  consumer  advocate. 

Ms.  Simpson.  Yes,  sir.  ,       ,     ,  j 

The  Chairman.  You  are  advocating  for  people  who  have  needs 
which  are  met  by  the  pharmaceutical  companies'  research  and  de- 
velopment. The  most  important  thing  you  said,  in  my  opmion,  was 
that  we  cannot  attempt  to  place  a  dollar  value  on  life  no  matter 
how  much  our  debate  today  seems  to  center  around  money  Do  you 
have  any  other  comments  you  would  care  to  make  to  us  today  after 
hearing  what  the  other  witnesses  have  had  to  say  on  both  sides  of 

this  issue? 

Ms  Simpson.  I  would  hope  that  the  committee  would  keep  in 
mind  that  the  bottom  line,  the  people  who  have  the  most  to  lose 
are  in  fact,  our  patients,  and  especially  people  who  are  affected  by 
rare  disorders.  None  of  us  ever  expect  anything  like  this  to  happen 
in  our  families  and  when  it  does,  it  is  totally  devastating. 

The  only  hope  we  have,  and  I  speak  for  several  million  people 
who  have  rare  disorders,  is  that  drug  companies  will  be  compas- 
sionate to  us  and  research  new  drugs.  In  fact,  with  our  drug 
Flolan  more  than  400  patients  have  been  put  on  drug  under  com- 
passionate plea  with  the  Glaxo-Wellcome  as  the  drug  was  going 
through  finishing  up  with  FDA.       ,      ,  ,,  ^        ^     rru    u  4.^ 

So  again,  the  bottom  line  is  not  the  dollars  and  cents.  The  bottom 
line   is   that   American   pharmaceuticals   keep   researching    keep 
hunting  for  new  causes  and  new  cures  and  it  will  benefit  all  of  us, 
not  just  the  people  who  have  rare  disorders. 
The  Chairman.  Senator  Feinstein,  my  time  is  up. 
Senator  Feinstein.  Thank  you  very  much,  Mr.  Chairman. 
I  would  like  to  ask  Mr.  MossinghofF  to  comment  on  a  statement 
I  am  going  to  read  about  the  Hatch- Waxman  law.  It  is  my  under- 
standing that  under  Hatch- Waxman,  a  generic  drug  company  can 
begin  to  test  a  generic  drug  prior  to  completion  of  the  patent  term, 
provided  it  does  not  sell  the  generic  drug  until  after  completion  of 
the  pioneer  drug's  full  patent  term,  correct? 

Mr.  MossiNGHOFF.  Under  the  Hatch- Waxman 

Senator  Feinstein.  Just  that  far.  Just  that  far.  I  am  going  to  fin- 
ish. Let  me  finish  my  whole  statement  and  then  ask  you  to  com- 
ment. , 

During  this  testing  period,  the  generic  drug  company  can  use  tne 
testing  data  of  the  pioneer  drug.  Now,  that  is  obviously  a  valuable 
advantage  of  the  generic  company.  In  exchange,  though,  the  pio- 
neer drug  maker  receives  an  additional  period  of  patent  protection 
which  is  equal  to  50  percent  of  the  time  the  FDA  was  considering 
the  drug  data  at  the  initial  testing  stage  and  100  percent  of  the 
time  the  drug  spent  at  a  second  testing  stage.  This  is  an  add-back 
which  was  an  attempt  to  compensate  the  pioneer  drug  maker  for 
the  head  start  enjoyed  by  the  generic  drug  in  using  the  pioneer 

drug's  testing  data.  ,      ,   „t  i     •  i  4.- 

So  my  conclusion  from  this  that  the  Hatch-Waxman  legislation 
makes  a  very  real  attempt  at  being  evenhanded.  Is  what  you  are 
saying  that  it  does  not? 
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Mr.  MOSSINGHOFF.  Certainly,  there  is  no  question  that  it  made 
an  attempt  to  be  evenhanded  and  there  was  a  quid  pro  quo  in  the 
act.  It  gave  privileges  to  the  generic  industry  which  no  other  indus- 
try in  the  United  States  enjoys.  That  is  to  be  able  to  infringe  the 
patent,  do  acts  which  otherwise  would  infringe  the  patent  prior  to 
its  expiration,  and  to  file  applications  at  the  Food  and  Drug  Admin- 
istration based  on  the  proprietary  data,  the  proprietary  information 
of  the  research-based  company. 

In  turn,  we  got  the  patent-term  restorations  that  you  indicate 
subject  to  very  important  things.  One,  an  overall  14-year  limitation 
totally.  No  exclusivity  can  extend  beyond  14  years,  as  compared 
with  17  years  under  the  old  system  and  20  years  from  filing  under 
the  new  system.  So  we  are  automatically  at  a  disadvantage,  that 
no  extension  can  extend  beyond  the  14  years  of  market  exclusivity 
and  no  extension  can  extend  beyond  5  years. 

Next  week,  I  hope  we  can  convince  you  and  your  colleagues  that 
maybe  you  ought  to  relook  at  that  because  we  think  situations 
have  changed  since  then.  We  think  there  was  a  clear  attempt — as 
Senator  Hatch  rightly  points  out,  he  is  really  the  father  of  the  ge- 
neric industry  in  the  United  States.  It  was  getting  nowhere  until 
his  act  and  Congress  Waxman's  act  was  passed. 

We  think  that  there  is  a  case  that  can  be  made  to  change  that, 
but  given  the  status  now,  that  is  the  balance  that  Congress  enacted 
as  a  fair  balance. 

Now,  going  on  to  the  URAA,  they  specifically,  and  again,  our  in- 
dustry was  well  aware  of  the  way  it  was  written.  It  was  written 
in  a  very  evenhanded  way.  It  said  the  generic  industry  had  all  the 
rights  that  the  generic  blue  jean  industry  gets  under  this  thing. 
They  just  do  not  get  into  the  delicate  balance  that  was  reached 
under  the  Hatch- Waxman. 

The  amendments  that  you  are  looking  at  today  would  change 
that.  It  would  now  say  that  they  get  a  lot  more  than  what  the  blue 
jean  industry  or  the  television  industry  or  the  aerospace  industry 
gets.  It  would  upset  the  balance  of  the  Hatch-Waxman,  these  very 
specific  provisions  that  the  generic  industry  gets. 

Senator  Feinstein.  Then  you  do  not  agree  that  what  this  amend- 
ment is  all  about  is  in  essence  bringing  the  FDA  law  into  conform- 
ance with  what  was  negotiated  in  GATT.  You  are  saying  it  does 
something  separate  and  apart  from  that? 

Mr.  MOSSINGHOFF.  Oh,  it  goes  well  beyond  it.  It  goes  well  beyond 
it.  In  fact 

Senator  Feinstein.  That,  I  do  not  understand,  because  I  think 
it  is 

Mr.  MOSSINGHOFF.  Senator,  this  is  the  patent  law.  This  is  the 
provision  of  the  patent  law,  35  U.S.C.  271  is  the  provision  of  the 
patent  law  that  defines  infringement.  That  was  amended  by  URAA. 
No  one  overlooked  it.  They  amended  it.  They  added  the  phrase  that 
is  in  red  there,  "offer  to  sell  *  *  *  or  import".  That  was  added  to 
the  specific  provision  of  the  patent  law  and  yet  they  let  alone,  they 
did  not  change — Congress  and  the  administration  did  not  change 
other  parts  of  that  patent  section  which  would  have  changed  this 
delicate  balance  that  exists. 

And  to  say  that  somehow  Congress  or  the  administration  was  not 
aware  of  the  section,  I  think  defies  imagination.  They  were  into  the 
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section.  The  experts  at  the  Patent  Office  and  the  experts  at  the 
USTR,  for  whom  I  have  an  enormous  amount  of  respect,  were  into 
the  section  and  they  decided,  treat  the  generic  drug  industry  Uke 
all  other  generic  industries.  Do  not  change  the  Hatch- Waxman  deli- 
cate balance.  It  is  as  simple  as  that. 

Senator  Feinstein.  You  see,  the  way  I  come  out  is  that  it  does 
just  that.  I  do  not  see  how  the  generic  drug  industry  is  treated  any 
differently. 

Mr.  MossiNGHOFF.  They  get  very  special  advantages  under 
Hatch-Waxman.  Every  day,  they  get  them.  Every  day,  ANDA's — 
the  "A"  stands  for  abbreviated.  They  do  not  have  to  file,  as  our  in- 
dustry does,  they  do  not  have  to  file  new  drug  applications.  They 
can  provide  abbreviated  applications.  It  is  a  difference  in  size.  It 
is  also  a  difference  in  about  a  half  a  billion  dollars  that  it  takes 
to  prepare  the  application.  They  could  continue  to  do  that. 

If  the  investment  that  the  generic  industry  made  was  to  bring 
forth  an  NDA,  then  the  Food  and  Drug  Administration,  Mr. 
Strauss  would  not  have  rejected  it.  He  would  have  said  that  this 
is  exactly  within  the  provision  of  the  URAA  if  they  brought  an 
NDA.  What  they  did  was  bring  an  ANDA  and  he  said,  "I  am  sorry. 
That  is  a  special  Hatch-Waxman  provision  and  you  cannot  do  it 
under  the  clear  intent,"  which  is  what  the  Court  of  Appeals  for  the 
Federal  Circuit  said,  "the  clear  intent  of  the  URAA." 

Senator  Feinstein.  Let  me  see  if  we  can  get  a  response  to  that 
from  the  generic  drug  industry.  Mr.  Gunter,  are  you  able  to  re- 
spond to  those  comments? 

Mr.  Gunter.  Mr.  Mossinghoff,  in  all  due  respect,  seems  to  think 
that  the  Hatch-Waxman  was  a  one-way  street.  In  fact,  it  is  a  two- 
way  street.  Not  only  did  the  generic  industry  benefit,  but  so  did  the 
brand  companies  by  getting  3  years  of  exclusivity. 

So  I  cannot  see  how  he  can  say  that  we  are  being  given  favored 
attention  under  the  Hatch-Waxman.  I  believe  that  it  is  a  win-win 
situation  for  both  industries  and  that  in  the  end,  the  American 
consumer  benefits  mostly. 

Senator  Feinstein.  Thank  you. 

Thank  you,  Mr.  Chairman. 

The  Chairman.  You  are  welcome. 

Do  you  have  a  response  to  that,  Mr.  Mossinghoff? 

Mr.  Mossinghoff.  I  would  just  say  that  Congress  can  certainly 
prospectively,  as  Mr.  Cooper  indicated,  Congress  prospectively  can 
change  Hatch-Waxman.  We  hope  in  a  week  or  so  we  will  make  the 
case  that  maybe  there  should  be  some  changes  made  to  that.  They 
can  change  that  prospectively. 

What  they  decided  to  do,  and  it  is  absolutely  clear,  and  I  am  just 
not  saying  it  is  clear  to  me  because  that  is  irrelevant.  It  is  clear 
to  the  Court  of  Appeals  for  the  Federal  Circuit  in  a  per  curiam  de- 
cision, what  they  did  was  when  the  URAA  came  up,  they  treated 
the  generic  drug  industry  like  all  other  industries  and  they  chose, 
we  think  very  consciously,  Congress  chose  very  consciously  not  to 
tamper  with  this  balance,  which  Congress  easily  could  have  done. 

Then  they  wrote  another  provision  sajdng  if  something  is  not 
changed  specifically,  it  is  not  changed  in  here.  That  is  a  very  im- 
portant provision  under  section  102  of  the  URAA.  So  the  Court  of 
Appeals  for  the  Federal  Circuit  had  no  trouble  finding  out  what  the 
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Congress  had  written.  That  is  very  clear.  And  they  also  could  find 
no  indication  of  intent  to  the  contrary. 

But  the  simple  declaratory  sentence  is  absolutely  true.  Under 
this  act,  the  generic  drug  industry  is  treated  like  all  other  indus- 
tries,, and  the  generic  blue  jean  industry — I  do  not  want  to  pick  on 
them,  but  that  has  been  mentioned  in  the  debate  today.  They  are 
treated  like  all  other  industries.  They  are  not  treated  specially 
under  the  Hatch- Waxman  balance. 

The  Chairman.  Maybe  it  would  be  helpful  if  you  would  just  talk 
about  paragraph  (a)  of  35  U.S.C.  271,  because  [referring  to  the 
chart  which  follows]  paragraph  (a)  shows  in  italic  what  they  have 
put  into  the  agreement. 

[The  above  mentioned  chart  follows:] 

Patent  Law  and  the  GATT— 35  U.S.C.  271 

The  general  rule  against  patent  infringement  is  contained  in  35  U.S.C.  271(a)  as 
follows: 

"(a)  +  *  *  .  whoever  without  authority  makes,  uses,  offer  to  sell  or  sells  any  pat- 
ented inventions,  within  the  United  States  or  imports  into  the  United  States  any 
patented  invention  during  the  term  of  the  patent  *  *  *  infringes  the  patent." 

Special  patent  infringement  rules  for  generic  drugs  were  added  by  the  Hatch- 
Waxman  Act  in  1994.  They  are  codified  at  35  U.S.C.  271(e)(1)  and  35  U.S.C.  (e)(2). 
This  language,  which  follows,  is  commonly  referred  to  as  the  "Bolar  amendment": 

"(e)(1)  It  shall  not  be  an  act  of  infringement  to  make,  use,  offer  to  sell  or 
sell  *  *  *  or  import  *  *  *  a  patented  inventions  *  *  *  solely  for  uses  reasonably 
related  to  the  development  and  submission  of  information  under  a  Federal  law 
which  regulates  the  manufacture,  use,  or  sale  of  drugs  or  veterinary  biological  prod- 
ucts. 

(2)  It  shall  be  an  act  of  infringement  to  submit  *  *  *  [an  application  to  FDA  for 
a  drug  claimed  in  a  patent]  *  *  *  if  the  purpose  of  such  submission  is  to  obtain  ap- 
proval under  such  Act  to  engage  in  the  commercial  manufacture,  use,  or  sale  of  a 
drug  or  veterinary  biological  product  claimed  in  a  patent  or  the  use  of  which  is 
claimed  in  a  patent  before  the  expiration  of  such  patent." 

It  should  be  noted  that  the  GATT  implementing  law  made  changes  to  this  section 
of  the  patent  code,  as  indicated  in  the  italicized  provisions  above. 

Mr.  MOSSINGHOFF.  That  is  correct. 

The  Chairman.  And  that  change  shows  that  they  knew  about  the 
current  state  of  the  law.  There  was  no  misinformation,  no  mis- 
construction here. 

Mr.  MOSSINGHOFF.  That  is  exactly  right,  and  as  I  indicated,  the 
URAA  was  on  a  fast  track.  But  under  the  system 

The  Chairman.  To  come  in  here  now  and  say  that,  well,  we  just 
made  a  mistake  or  we  just  erred,  both  sides  of  this  industry  were 
all  over  this. 

Mr.  MOSSINGHOFF.  Both  sides  of  the  industry,  with  experts, 
hopefully  ours  are  as  good  as  the  generic  industry's  experts,  both 
sides  of  the  industry  knew  about  the  act.  They  were  part  of  what 
is  called  the  IF,  Industry  Functional  Advisory  Committee,  when 
the  URAA  was  set  forward.  And,  indeed,  if  they  had  tried  to  strike 
a  difference,  had  tried  to  somehow  use  the  Hatch-Waxman  privi- 
leges and  the  URAA  privileges,  we  would  have  rejected  to  it.  They 
did  not  do  that. 

It  was  absolutely  clear,  and  again,  going  back  to  my  earlier  state- 
ment, these  are  not  people  who  just  wander  in  and  look  at  the  act. 
These  are  the  world's  experts  at  the  Patent  Office  and  at  the  Trade 
Office. 

The  Chairman.  They  are  experts,  yes. 

Mr.  MOSSINGHOFF.  They  know  what  they  are  doing,  believe  me. 
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The  Chairman.  I  know  in  the  summer  of  1994 

Senator  Feinstein.  Mr.  Chairman? 

The  Chairman.  Yes? 

Senator  Feinstein.  I  know  my  time  is  up,  but  may  I  ask  your 
consent  to  submit  a  statement  for  the  record,  please,  and  also  to 
submit  some  questions  in  writing?  Thank  you.  I  appreciate  it. 

The  Chairman.  Yes.  We  will  keep  the  record  open  until  the  end 
of  the  day. 

[The  prepared  statement  of  Senator  Feinstein  follows:] 

Prepared  Statement  of  Senator  Dianne  Feinstein,  a  U.S.  Senator  From  the 

State  of  California 

Good  morning.  I  appreciate  the  opportunity  to  raise  some  important  issues  involv- 
ing pharmaceutical  companies,  drug  prices  and  state,  federal  and  family  health  care 
budgets. 

I  am  pleased  to  welcome  our  colleagues  Senators  Chafee  and  Pryor  and  look  for- 
ward to  their  testimony.  I  was  pleased  to  support  them  when  they  offered  their 
amendment  last  year  to  bring  FDA  law  into  compliance  vdth  the  commitments  made 
during  the  GATT  negotiations. 

We  are  currently  in  a  very  difficult  negotiation  to  reduce  federal  spending  and 
balance  the  budget.  Every  Senator  in  this  room  shares  a  deep  concern  for  the  need 
to  reduce  spending  and  balance  the  budget.  Under  some  plans  to  balance  the  budg- 
et, Congress  would  be  expected  to  cut  spending  by  more  than  $450  billion  over  the 
next  seven  years.  The  Chafee/Pryor  legislation  will  contribute  to  our  deficit  reduc- 
tion efforts  and  we  should  not  let  this  opportunity  slip  away. 

The  Chafee/Pryor  legislation  is  estimated  to  generate  about  $300  million  in  sav- 
ings for  federal  programs,  including  Medicaid,  the  Veterans'  Administration  and  fed- 
eral Indian  Health  programs. 

States  can  be  expected  to  benefit  as  well,  as  state  Medicaid  spending  drops  as  a 
result  of  the  available  generic  products.  Savings  for  state  Medicaid  programs  and 
employee  health  benefits  plans  are  estimated  at  approximately  $125  million  over 
seven  years. 

Total  consumer  savings  are  expected  to  reach  $2.5  billion  over  the  next  seven 
years  through  reduced  drug  prices.  For  Seniors,  prescription  drugs  are  the  largest 
single,  out-of-pocket  health  expense.  California  consumers  are  projected  to  save  an 
added  $84  million  through  the  purchase  of  lower-cost  generic  drugs.  That's  why  this 
legislation  is  backed  by  seniors  groups  and  health  care  providers,  including  the  Na- 
tional Council  on  Aging  and  Blue  Cross  of  California. 

Last  year,  I  supported  our  colleagues  Senator  Chafee  and  Senator  Pryor,  in  their 
efforts  to  reduce  drug  prices  for  state  and  federal  health  programs  and  famihes 
across  the  country.  The  legislation  represents  an  important  contribution  to  our 
budget  deficit  problem  and  the  rising  health  care  costs  for  patients  and  families 
across  the  country. 

I  am  also  pleased  to  have  our  respected  trade  representative,  Ambassador  Mickey 
Kantor,  join  us  this  morning.  This  legislation  also  involves  significant  trade  issues,, 
and  Ambassador  Kantor's  experience  and  perspective  will  be  very  valuable.  ' 

The  GATT  agreement  represents  an  historic  agreement  to  harmonize  patent 
standards  around  the  world.  However,  in  order  to  prevent  imposing  hardship  on  any 
specific  company,  this  new  international  standard  creates  a  "cost-sharing"  mecha- 
nism for  the  pharmaceutical  industry,  allowing  generic  drug  companies  who  in- 
vested money  in  reliance  on  the  pre-GATT  law,  to  proceed  as  if  that  pre-GATT  law 
still  applies,  provided  they  pay  a  royalty  fee  to  the  pharmaceutical  company  that, 
developed  the  original  drug  on  which  the  generic  is  based.  This  arrangement  seems - 
to  me  to  strike  a  reasonable  balance  and  should  be  respected. 

I  look  forward  to  Ambassador  Kantor's  testimony  on  this  "cost-sharing"  mecha-i 
nism  which  we  failed  to  enact  when  we  implemented  GATT. 

I  also  want  to  respond  to  the  concern  that  we  are  somehow  jeopardizing  inteUec-, 
tual  property  protection  or  are  likely  to  reduce  the  levels  of  medical  research  if  thej 
Pryor/Chafee  legislation  is  adopted. 

As  California's  senior  Senator,  it  is  my  pleasure  to  represent  many  biotechnology) 
companies.  In  fact,  as  a  former  Mayor  of  San  Francisco,  the  biotechnology  industry 
grew  up  in  my  backyard.  I  agree  that  research  is  critical  to  our  technology  future! 
and  we  must  do  everything  we  can  to  support  research  spending. 
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However,  I  wish  to  point  out  this  legislation  would  affect  very  few  drug  products. 
The  biotechnology  companies  and  their  ftitiire  products  will  be  subject  to  the  new 
GATT  standard  and  will  not  be  affected  by  the  "transition  rule"  for  the  very  few 
pharmaceutical  products  at  issue.  This  legislation  only  affects  drug  products  that  re- 
ceive longer  protection  as  we  shift  to  the  new  GATT  standard  and  have  a  generic 
drug  producer  who  has  made  substantial  investment,  relying  on  the  old,  pre-GATT 
standard.  This  legislation  will  not  undermine  research  or  the  protection  we  provide 
to  emerging  biotechnology  products. 

I  appreciate  the  opportunity  to  hear  today's  testimony  and  look  forward  to  consid- 
ering the  legislation  in  a  timely  manner.  Mr.  Chairman,  thank  you  for  the  oppor- 
tunity to  offer  my  views. 

The  Chairman.  I  just  have  to  say,  in  the  summer  of  1994,  this 
committee  held  extensive  hearings  on  the  URAA  with  particular  at- 
tention to  the  20-year  patent  life  term  for  which  the  URAA  pro- 
vides. Not  one  witness — not  one — commented  about  any  right  for 
approval  of  generic  drugs  during  the  delta  period,  not  one. 

The  question  that  has  to  arise  is  "Where  in  the  world  was  the 
generic  industry  during  these  negotiations?"  If  they  did  not  like 
this,  they  had  every  right  to  try  and  change  it.  I  think  many  people 
feel  that  they  just  could  not  change  it  because  our  interpretation 
is  right. 

We  are  not  just  talking  about  a  few  consumer  losses  here.  We  are 
talking  about  huge  consumer  losses  if  we  start  playing  around  with 
the  URAA.  There  are  123  countries  involved  here.  Some  of  them 
do  not  like  our  patent  law,  but  they  have  agreed  to  conform  to  it. 
And  if  right  out  of  the  box  the  United  States  comes  out  and  says, 
we  are  going  to  change  all  that  because  we  do  not  like  some  provi- 
sion, or  because,  as  Senator  Pryor  puts  it,  we  have  to  help  those 
consumers  out,  you  might  save  millions  of  dollars  now  but  you  are 
going  to  lose  billions  of  dollars  over  the  long  run. 

That  is  what  people  do  not  seem  to  understand  about  this.  I  do 
not  see  why  they  do  not  understand  that.  We,  of  all  people,  should 
not  undermine  this  treaty,  and  right  off  the  bat,  because  of  a  popu- 
list appeal  that  we  might  be  able  to  lower  the  price  of  Zantac, 
which  is  going  to  happen  sooner  or  later  anyway.  There  are  a  mil- 
lion patents  out  there  whose  prices  are  not  going  to  be  lowered  for 
consumers  because  they  do  not  have  the  advantages  that  the  ge- 
neric drug  industry  has. 

I  think  people  have  to  look  at  this  a  little  more  seriously  than 
from  the  perspective  of  a  populist  set  of  arguments  that  really  do 
not  make  sense  in  the  long  term.  Frankly,  this  is  worrying  me  a 
lot. 

Let  me  just  conclude  with  these  remarks,  because  I  think  they 
are  pertinent. 

As  we  near  the  end  of  this  hearing,  I  want  to  take  the  oppor- 
tunity to  set  the  record  straight  on  three  key  points. 

No.  1,  to  say  that  there  was  an  unintended  and  technical  over- 
sight ignores  this  chart  we  just  showed  you.  To  say  there  was  an 
unintended  and  technical  oversight  which  resulted  in  a  windfall  to 
the  innovator  companies  at  the  expense  of  consumers  and  the  ge- 
neric industry  is  a  vast  oversimplification.  Ms.  Simpson,  you  have 
hit  the  nail  right  on  the  head.  In  fact,  it  is  more  than  an  over- 
simplification. It  is  just  plain  wrong. 

The  fact  is  that  the  GATT  legislation  resulted  in  extended  patent 
life  for  all  industries,  including  pharmaceuticals.  As  one  U.S.  dis- 
trict court  has  characterized  the  claims  of  the  generic  drug  indus- 
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try,  "This  was  no  more  a  windfall  than  the  windfall  which  bene- 
fited many  patent  holders  when  the  17-year  term  of  patent  holders 
was  extended  to  20  years,  something  the  United  States  had  been 
fighting  for  for  a  long  time." 

In  other  words,  any  law  which  draws  a  new  bright  line,  such  as 
the  GATT  provision,  creates  winners  and  losers  by  definition,  and 
by  definition.  Congress  set  that  bright  line  when  it  approved 
GATT. 

No.  2,  to  say  that  the  law  is  unclear  is  also  incorrect.  I  think  it 
is  fair  to  state  that  both  sides  acknowledge  the  law,  complicated 
though  it  is,  can  only  be  read  one  way.  Generic  manufacturers  who 
wish  to  market  products  affected  by  GATT  will  have  to  wait  until 
the  revised  patent  terms  expire.  The  administration  has  admitted 
this  in  a  letter  from  the  FDA  and  the  Federal  circuit  has  twice 
upheld  this  position,  as  I  noted  in  the  Royce  case,  for  example. 

No.  3  and  finally,  we  need  to  repudiate  the  red  herring  myth  of 
this  debate,  the  only  equitable  remuneration  argument.  Generics 
argue  that  only  the  drug  industry  is  excluded  from  using  the  equi- 
table remuneration  principle  to  recoup  their  substantial  investment 
in  these  patent  pharmaceuticals.  This  argument  is  an  infirm  argu- 
ment. 

In  fact,  as  we  have  heard  today,  one  of  the  lawyers  for  the  ge- 
neric drug  industry,  Milton  Bass,  has  argued  to  the  Supreme  Court 
that  no  industry  other  than  generic  drugs  has  emerged  as  being  po- 
tentially affected  by  the  equitable  remuneration  system.  This  is  a 
major  revelation  in  our  debate,  for  if  it  is  true  that  the  equitable 
remuneration  tool  is  broken,  does  not  work,  and  has  not  benefited 
anyone  at  all,  then  why  do  we  need  to  level  a  field  which  does  not 
even  exist? 

On  the  contrary,  it  may  appear  that  the  generic  industry  feels 
this  was  a  tool  created  especially  for  them,  which  is  ironic  in  light 
of  their  assertion  that  the  problem  is  created  by  an  oversight. 

Finally,  the  Framers  of  the  Constitution  guaranteed  patent 
rights  precisely  because  they  recognized  what  we  are  discussing 
today,  that  we  have  to  provide  incentives,  as  Ms.  Simpson  says,  in 
order  to  provide  these  health-saving  new  products  and  new  prod- 
ucts in  other  industries,  as  well,  which,  of  course,  do  not  have  the 
benefits  of  the  generic  drug  industry. 

It  is  obviously  true  that  limiting  patent  life  can  save  consumers 
money  on  a  product.  If  that  argument  were  taken  to  its  logical  con- 
clusion, however,  then  there  would  be  no  patents  at  all,  there 
would  be  no  investment  in  R&D  at  all,  and  there  would  be  no  inno- 
vator drugs  for  the  generics  to  copy. 

Again,  it  comes  down  to  a  balance,  and  if  I  have  stood  for  any- 
thing around  here  it  is  to  try  and  balance  these  interests  so  that 
both  sides  are  treated  fairly.  I  do  not  think  anybody  can  say  I  have 
not  tried  to  do  that  throughout  my  career.  I  am  very  interested  in 
the  generic  drug  industry.  I  want  them  to  be  successful.  And  when 
the  pharmaceutical  research  companies  are  wrong,  I  am  going  to 
kick  them  in  the  shins.  It  is  just  that  simple.  It  comes  down  to  bal- 
ance. 

I  have  committed  to  hold  a  markup  on  the  pharmaceutical  patent 
issues.  We  are  going  to  do  that,  and  at  that  time,  I  hope  we  will 
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all  be  working  in  the  best  interests  of  the  American  public,  which 
is  to  set  the  balance  appropriately. 

I  would  like  the  best  ideas  we  can  have.  I  would  like  to  resolve 
this.  I  would  like  to  resolve  it  in  a  reasonable  way.  I  do  not  blame 
the  pharmaceutical  research  companies  for  being  upset  at  attempts 
now  to  change  the  rules  of  the  game.  Frankly,  I  do  not  blame  them 
for  being  upset  about  this.  On  the  other  hand,  I  do  share  the  view 
of  the  generics  that  it  is  wonderful  if  we  can  save  consumers 
money,  as  long  as  we  do  it  in  an  appropriate,  equitable,  fair,  and 
free  way. 

Frankly,  to  come  in  after  the  fact  and  try  to  amend  Hatch- Wax- 
man  indirectly  seems  wrong  to  me,  especially  when  the  generic  in- 
dustry already  has  a  tremendous  advantage.  And  if  in  the  process 
we  upset  our  ethical  and  higher  standard  of  being  endorsers  of  the 
GATT  treaty  so  that  other  nations  then  can  start  questioning  ev- 
erything in  the  treaty,  it  is  going  to  cost  us  hundreds  of  millions 
if  not  billions  or  trillions  of  dollars  over  the  years.  And  if  you  think 
consumers  are  hurt  by  this  relatively  small  problem,  you  v/ait  until 
you  see  what  happens  if  we  just  start  playing  around  with  the 
GATT  treaty. 

So  that  is  what  is  involved  here.  It  is  not  just  the  generic  drug 
industry.  It  involves  almost  everything  pertaining  to  GATT. 

Having  said  all  that,  we  want  to  thank  all  the  witnesses  we  have 
heard  today.  I  would  like  to  have  some  solution  that  both  sides  can 
agree  on,  sure.  If  you  can  help  me  get  there,  I  will  help  get  it  done. 
I  think  we  ought  to  stick  with  what  the  law  is  and  not  with  what 
the  law  ought  to  be  in  the  eyes  of  very  few  people  in  this  world. 

With  that,  we  will  recess  until  further  notice. 

[Whereupon,  at  12:58  p.m.,  the  committee  was  adjourned.] 


A  DECADE  LATER:  THE  DRUG  PRICE  COM- 
PETITION AND  PATENT  TERM  RESTORA- 
TION ACT 


TUESDAY,  MARCH  5,  1996 

U.S.  Senate, 
Committee  on  the  Judiciary, 

Washington,  DC. 
The  committee  met,  pursuant  to  notice,  at  10:04  a.m.,  in  room 
SD-226,   Dirksen   Senate   Office   Building,   Hon.   Orrin  G.   Hatch 
(chairman  of  the  committee)  presiding. 
Also  present:  Senators  Specter,  DeWine,  Heflin,  and  Feinstein. 

OPENING  STATEMENT  OF  HON.  ORRIN  G.  HATCH,  A  U.S. 
SENATOR  FROM  THE  STATE  OF  UTAH 

The  Chairman.  Good  morning.  Today,  the  committee  will  exam- 
ine the  Drug  Price  Competition  and  Patent  Term  Restoration  Act, 
the  1984  law  I  was  proud  to  author  with  our  lead  witness,  Rep- 
resentative Henry  Waxman,  of  California,  and  we  welcome  you 
Henry,  especially  you. 

Over  the  years,  Henry  and  I  have  worked  to  enact  many  pieces 
of  public  health  legislation,  most  recently  the  Dietary  Supplement 
Health  and  Education  Act  of  1994,  which  I  consider  one  of  our  fin- 
est achievements.  I  feel  it  is  safe  to  say,  however,  that  the  Wax- 
man-Hatch  Act,  as  he  calls  it,  or  the  Hatch-Waxman  Act,  as  my 
staff  calls  it,  has  positively  affected  more  consumers  than  almost 
any  other  piece  of  legislation  over  the  last  25  or  30  years. 

At  the  time  of  its  passage,  it  was  called  the  most  important 
consumer  bill  of  the  decade,  and  I  think  that  that  statement  is  still 
true  today.  It  was  also  called  the  most  important  food  and  drug  leg- 
islation since  the  passage  of  the  1962  drug  amendments,  a  state- 
ment which  I  also  believe  holds  true  today,  although  I  hasten  to 
add  that  the  new  dietary  supplement  law  must  run  a  close  second, 
and  I  am  not  trying  to  give  you  epigastric  distress,  Henry. 

The  foundation  of  this  act  was  simple.  It  represented  a  finely 
tuned  balance  which  reflected  the  dynamics  of  the  health  care  mar- 
ketplace. On  one  end  was  the  need  of  the  innovator  drug  companies 
to  rely  on  adequate  intellectual  property  protection  which  will  en- 
sure that  they  can  attract  sufficient  capital  for  research  and  devel- 
opment. At  the  other  end  were  the  fledgling  generic  drug  compa- 
nies who  were  not  able  to  bring  their  products  to  market  quickly 
because  of  the  FDA  approval  process  and  the  patent  laws. 

The  law  we  crafted  allowed  generic  manufacturers  to  file  abbre- 
viated drug  applications  by  relying  on  an  innovator's  safety  and  ef- 
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ficacy  data.  Today,  the  testing  of  generic  drugs  can  be  done  for 
about  $1  million,  as  contrasted  with  the  estimated  $500  million  it 
takes  to  develop  a  new  chemical  entity  of  any  consequence.  In  addi- 
tion, the  1984  law  legislatively  reversed  the  case  of  Roche  v.  Bolar 
and  allows  generic  drug  manufacturers  to  initiate  the  truncated  ap- 
proval process  before  the  patent  actually  expires. 

The  second  title  of  the  act  provides  for  patient  term  restoration 
to  offset  patent  term  lost  during  the  FDA  regulatory  review.  These 
provisions  include  restoration  of  100  percent  of  the  time  that  FDA 
uses  in  actual  review  of  a  drug  approval,  but  only  50  percent  of  the 
restoration  of  the  time  spent  in  clinical  trials,  and  a  limit  of  5  years 
on  patent  restoration,  with  no  patent  being  extended  beyond  14 
years  of  total  patent  life. 

The  competitive  forces  this  act  unleashed  represent  American 
law  at  its  finest.  We  successfully  set  the  fulcrum  to  balance  the 
long-term  need  for  research  and  development  of  literally  lifesaving 
and  life-sustaining  drugs  against  the  relatively  shorter  term  goal 
of  providing  low-cost,  high-quality  pharmaceuticals  for  consumers. 

By  some  estimates  today,  generic  drugs  account  for  almost  one- 
half  of  all  prescriptions  filled,  which  stands  as  a  testament  to  the 
success  of  the  Hatch- Waxman  Act.  But  the  world  of  1996  is  far  dif- 
ferent from  the  world  of  1984.  New  competitive  forces  exist  which 
have  served  to  restrain  the  cost  of  pharmaceuticals — forces  such  as 
pharmacy  benefits  managers  and  mail  order  pharmacies  or  health 
maintenance  organizations  and  restrictive  formularies. 

Despite  what  some  would  lead  us  to  believe,  pharmaceutical 
manufacturers  have  been  working  on  their  own  to  hold  down  price 
increases  and  introductory  prices.  Further  complicating  the  com- 
petitive picture  is  the  fact  that  in  this,  the  golden  age  of  generics, 
ownership  lines  have  begun  to  blur.  Indeed,  most  of  the  major  re- 
search-based pharmaceuticals  own  generic  drug  divisions. 

We  are  on  the  precipice  of  a  virtual  scientific  revolution  where 
an  explosion  in  knowledge  of  both  technology  and  biology  are  al- 
most daily  producing  astonishing  scientific  breakthroughs.  Just  last 
week,  for  example,  the  FDA  approved  one  very  promising  break- 
through drug,  a  protease  inhibitor  used  to  combat  HIV  disease,  and 
another  protease  inhibitor  was  approved  by  an  advisory  committee 
just  the  day  before. 

At  the  same  time,  the  cost  of  research  has  risen  dramatically 
since  1984,  as  has  the  time  needed  to  bring  a  pharmaceutical  prod- 
uct from  discovery  to  the  pharmacy  itself.  Eleven  years  ago  when 
we  were  putting  together  the  finishing  touches  on  the  Waxman- 
Hatch  bill,  it  was  estimated  that  it  would  take  about  9  years  and 
up  to  $100  million  to  secure  FDA  approval  of  a  drug.  Today,  esti- 
mates are  that  it  can  take  up  to  12  years  and  $500  million  for  drug 
approval. 

Thus,  the  key  question  before  the  committee  today  is  if  we  placed 
our  "legislator's  level"  on  the  Hatch- Waxman  Act  today,  would  it 
still  be  in  balance.  Or,  put  another  way,  does  the  law  ensure  that 
the  shelves  of  American  pharmacies  will  continue  to  be  replenished 
with  the  innovative,  high-quality  pharmaceuticals  that  have  made 
our  country  the  world  leader  in  drug  development,  and  have  main- 
tained the  lowest  priced,  high-quality  alternatives  upon  which  con- 
sumers have  come  to  rely? 
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Often  lost  in  the  friction  of  the  current  GATT/patent  debate, 
which  this  committee  examined  last  week,  is  the  achievement  of 
the  Hatch-Waxman  Act  that  simultaneously  advances  these  two 
worthwhile  but  inherently  conflicting  ends.  Is  that  true  today?  To 
answer  that  question,  we  have  several  expert  witnesses  today. 

First,  we  will  hear  from  Representative  Henry  Waxman,  a  true 
leader  in  health  legislation  and  a  valued  personal  friend.  I  just 
wish  he  agreed  with  me  more.  I  am  working  on  it,  though. 

The  second  panel  is  drawn  from  representatives  of  the  pharma- 
ceutical industry.  Representing  the  generic  drug  industry,  we  have 
Mr.  John  Klein,  chairman  of  the  Generic  Pharmaceutical  Industry 
Association,  and  Mr.  Bruce  Downey,  chairman  and  president  of 
Barr  Laboratories.  On  behalf  of  the  innovator  drug  companies,  we 
have  Mr.  Gerald  Mossinghoff,  president  of  the  Pharmaceutical  Re- 
search and  Manufacturers  Association,  who  did  such  a  fine  job  last 
week — he  was  so  good  last  week  that  we  asked  him  back.  Finally, 
we  also  have  Mr.  David  Beier,  who  represents  the  biotech  company 
Genentech. 

Our  third  panel  will  turn  to  an  overview  of  the  new  competitive 
forces  facing  the  drug  industry  by  Dr.  Henry  G.  Grabowski,  profes- 
sor of  economics  at  Duke  University.  Following  him,  the  committee 
will  hear  from  Mr.  Daniel  Perry,  executive  director  of  the  Alliance 
for  Aging  Research,  and  Ms.  Dixie  Horning,  executive  director  of 
the  Gray  Panthers,  both  acknowledged  consumer  experts. 

So  I  welcome  all  the  witnesses  this  morning,  and  thank  you  all 
for  being  here. 

At  this  point,  do  you  want  to  represent  the  Democrat  side,  Sen- 
ator Heflin? 

Senator  Heflin.  I  am  representing  myself.  [Laughter.] 

The  Chairman.  All  right.  Would  you  like  to  say  a  few  words? 

Senator  Heflin.  No;  I  am  just  listening.  I  am  just  interested  in 
the  issue  and  I  just  want  to  listen. 

The  Chairman.  Well,  we  appreciate  having  you  here  and  appre- 
ciate the  effort  that  you  are  putting  forth. 

At  this  time  I  would  like  to  submit  for  the  record  the  prepared 
statement  of  Senator  Kennedy. 

[The  prepared  statement  of  Senator  Kennedy  follows.] 

Prepared  Statement  of  Hon.  Edward  M.  Kennedy,  a  U.S.  Senator  From  the 
State  of  Massachusetts 

Today,  the  Judiciary  Committee  will  hear  testimony  about  one  of  the  most  impor- 
tant laws  now  on  the  statute  books.  The  Drug  Price  Competition  and  Patent  Term 
Restoration  Act  of  1984 — the  Hatch-Waxman  Act — balanced  the  competing  concerns 
of  generic  and  brand-name  drug  companies  and  the  need  for  sensible  guidelines  to 
encourage  the  development  of  new  pharmaceutical  products  at  reasonable  prices  for 
consumers. 

That  law,  which  has  now  been  on  the  books  for  nearly  12  years,  overturned  the 
Supreme  Court's  decision  in  Roche  v.  Bolar  decision,  allowed  generic  drug  firms  to 
make  preparations  to  enter  the  market  before  patents  expired  and  streamlined  the 
approval  process  for  generic  drugs.  It  also  gave  brand-name  pharmaceutical  firms 
an  extension  of  up  to  five  years  on  their  patents  to  accommodate  the  sometimes 
lengthy  delays  involved  in  obtaining  patents  and  to  ensure  that  research  and  devel- 
opment costs  could  be  fairly  recouped. 

In  fact,  brand-name  pharmaceutical  companies  have  grown  and  prospered  since 
Hatch-Waxman  was  enacted  in  1984,  and  so  have  generic  firms.  Congress  should 
be  proud  of  that  result.  The  1984  compromise  served  the  public  interest  of  bringing 
new  drugs  to  market  at  reasonable  prices  for  consumers.  In  my  view,  the  burden 
of  proof  is  on  those  who  feel  the  Act  must  be  modified  because  it  no  longer  serves 


96 

this  vital  purpose.  I  look  forward  to  today's  testimony  and  to  working  with  other 
members  of  the  Committee  on  this  important  public  health  issue. 

Congressman  Waxman,  as  I  have  said,  I  couldn't  speak  any  more 
highly  of  you  than  I  feel  because  you  certainly  have  made  a  dif- 
ference in  a  lot  of  areas  of  health  in  this  country,  and  we  are  hon- 
ored to  have  you  here  and  we  welcome  you  as  our  first  witness  and 
we  are  interested  in  hearing  what  you  have  to  say. 

STATEMENT  OF  HON.  HENRY  A.  WAXMAN,  A  REPRESENTATIVE 
IN  CONGRESS  FROM  THE  STATE  OF  CALIFORNIA 

Representative  Waxman.  Thank  you  very  much,  Mr.  Chairman. 
I  come  before  you  as  a  personal  friend,  as  well  as  a  colleague  and 
someone  who  has  worked  with  you  over  the  years.  Even  when  we 
have  disagreed,  you  have  been  very  persuasive  in  working  with  me 
to  have  me  see  points  where  you  and  I  could  be  together. 

In  fact,  in  1984,  as  I  recall,  after  we  adopted,  as  we  know  it  on 
this  side  of  the  Capitol,  the  Hatch- Waxman  Act,  we  were  both  pre- 
sented with  shirts  that  said  "Politics  Makes  Strange  Bedfellows," 
and  even  though  we  are  of  different  parties  and  sometimes  dif- 
ferent points  of  view,  we  have  often  agreed. 

The  Chairman.  We  are  called  the  odd  couple,  but  we  both  know 
who  is  the  most  odd,  don't  we?  [Laughter.] 

Representative  Waxman.  I  am  pleased  to  talk  to  you  and  your 
members  of  the  committee  about  the  Drug  Price  Competition  and 
Patent  Term  Restoration  Act  as  you  undertake  your  review  after 
all  these  years  it  has  been  in  effect.  You  and  I  have  a  long  history 
related  to  this  act.  I  know  that  I  consider  our  collaboration  on  this 
act  and  the  very  positive  results  that  have  occurred  as  a  result  of 
our  success  in  seeing  it  enacted  among  my  proudest  achievements, 
and  I  have  always  been  gratified  to  know  that  from  your  public 
statements  even  this  morning  and  our  private  conversations,  you 
share  this  view. 

When  we  developed  this  legislation,  we  sought  to  strike  a  balance 
between  the  goal  of  providing  consumers  the  advantages  of  com- 
petition in  drug  prices  and  the  goal  of  providing  sufficient  patent 
life  so  that  pharmaceutical  companies  would  have  the  incentive  to 
develop  new  drugs.  We  had  the  right  balance  then  and  we  have 
had  the  results  we  hoped  for,  so  I  come  before  you  today  to  urge 
that  this  committee  keep  those  principles  that  guided  us  when  we 
worked  to  enact  this  bill  front  and  center  as  you  hear  testimony 
from  those  who  seek  to  modify  it. 

We  saw  then,  and  I  believe  it  even  more  strongly  now,  that  in- 
creasing the  availability  of  generic  drugs  could  result  in  significant 
price  savings  for  the  American  public.  It  could  bring  billions  of  dol- 
lars in  savings  to  our  publicly  financed  health  care  programs — 
Medicare  and  Medicaid — and  it  has  done  that.  It  could  bring  bil- 
lions of  dollars  in  savings  in  the  cost  of  private  health  insurance, 
and  it  has  done  that,  and  it  could  help  all  those  who  pay  for  their 
drugs  out  of  pocket,  most  particularly  the  elderly  who  are  such 
high  users  of  prescriptions,  and  it  has  done  that.  To  me,  we  have 
looked  at  a  real  success  story  here. 

We  have  gone  from  a  situation  where  FDA  had  no  system  for  ap- 
proval of  generic  versions  of  post- 1962  drugs  without  going  through 
virtually  the  same  approval  process  as  a  new  drug  to  the  situation 
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today  where  we  have  a  speeded-up  process  and  immediate  market- 
ing when  the  patent  expires.  The  result  has  been  thousands  of  ad- 
ditional generic  drugs  approved  by  the  FDA  and  a  situation  where 
generics  now  account  for  45  percent  of  the  prescriptions  filled,  com- 
pared to  14  percent  in  1985.  The  cost  savings  resulting  to  the  con- 
sumers from  all  of  this  have  been  tremendous. 

But,  further,  I  believe  we  have  achieved  this  without  undermin- 
ing our  second  goal  of  assuring  a  patent  period  that  successfully 
encourages  research  and  development  of  new  drugs.  It  is  gratifying 
to  note  that  PhRMA  has  recently  claimed  that  R&D  expenditures 
by  brand  name  companies  have  increased  dramatically  since  the 
act  was  passed. 

This  all  leads  me  to  conclude  that  there  must  be  a  heavy  burden 
on  anyone  who  comes  in  here  and  asks  for  a  change  in  this  act.  The 
financial  wishes  of  the  companies  cannot  be  our  criteria  for  change. 
We  must  be  sure  that  the  public  is  well  served.  I  cannot  help  but 
comment  that  the  United  States  remains  the  only  major  country 
that  does  not  exercise  direct  control  on  drug  prices.  In  some  real 
sense,  our  consumers  bear  the  research  costs  for  the  world.  To  ask 
them  to  bear  the  financial  effects  of  a  longer  patent  time  for  brand 
name  drugs  as  well  seems  indefensible. 

Senator  Hatch,  you  and  I  know  from  the  traumas  we  went 
through  when  we  originally  enacted  this  bill  that  there  is  no  end 
to  the  demands  from  the  brand  name  drug  companies  for  financial 
benefit.  We  went  through  fire  to  find  the  balance  that  would  re- 
spond to  them  without  hurting  the  public.  We  worked  through  a  lot 
of  unpleasant  moments  to  be  able,  in  good  conscience,  to  keep  the 
drug  price  competition  goal  of  the  bill  intact. 

I  don't  think  either  of  us  would  welcome  going  through  that 
again,  which  is  why  I  would  say  to  each  of  the  Senators  on  the 
committee  to  deal  with  this  issue  very  carefully  and  very  thought- 
fully. Remember  that  the  price  competition  that  comes  after  patent 
expiration  saves  your  constituents  a  lot  of  money.  They  are  the 
ones,  particularly  the  elderly  among  them,  who  will  pay  the  price 
of  longer  patent  terms. 

I  would  make  an  additional  point.  Introductory  prices  of  new 
drugs  are  higher  than  they  have  ever  been  and  we  just  finished  re- 
vising our  patent  terms  as  part  of  GATT  in  a  way  that  is  likely  to 
result  already  in  a  longer  patent  time  for  most  drugs.  These  facts 
alone  would  say  that  this  is  not  the  time  to  leap  ahead  to  consider 
further  extensions. 

One  last  comment.  The  GATT  issue  that  this  committee  exam- 
ined last  week  has  a  lot  to  do  with  some  errors  in  drafting  of  the 
GATT  agreement,  but  it  is  nothing  to  do  with  the  basic  goals  and 
provisions  of  the  Drug  Price  Competition  and  Patent  Term  Restora- 
tion Act.  Those  who  would  use  the  first  as  an  excuse  to  reopen  the 
basic  provisions  of  the  Drug  Price  Competition  Act  do  a  disservice. 
Their  request  should  be  viewed  with  a  healthy  dose  of  skepticism 
and  a  keen  awareness  of  what  the  public  has  to  lose. 

I  thank  you  for  this  chance  to  make  this  presentation  and  I 
would  be  pleased  to  answer  any  questions. 

The  Chairman.  Thank  you,  Congressman  Waxman. 

Any  questions? 
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Senator  Feinstein.  Mr.  Chairman,  I  would  just  like  to  say  wel- 
come to  the  Congressman  and  thank  him  very  much  for  that  state- 
ment. I  find  myself  in  agreement.  Thank  you  very  much. 

The  Chairman.  Well,  thank  you. 

Congressman  Waxman,  thanks  for  taking  time  to  come  over  here. 
We  really  appreciate  it  and  look  forward  to  working  with  you,  re- 
gardless of  what  it  is.  We  have  really  had  a  good  relationship 
through  the  years  and  I  value  that  very  much. 

Representative  Waxman.  I  do,  too.  Thank  you  very  much. 

The  Chairman.  Thanks,  my  friend.  Hang  in  there. 

At  this  point,  we  will  call  on  John  Klein,  chairman  of  the  Generic 
Pharmaceutical  Industry  Association,  here  in  Washington;  Bruce 
Downey,  chairman  and  president  of  Barr  Laboratories,  from  Po- 
mona, NY;  Gerald  J.  Mossinghoff,  president  of  the  Pharmaceutical 
Research  and  Manufacturers  Association  in  Washington,  DC;  and 
David  Beier,  vice  president  of  Government  Relations  at  Genentech 
in  South  San  Francisco,  CA. 

So  we  will  begin  with  you,  Mr.  Klein,  and  go  across  the  table. 

PANEL  CONSISTING  OF  JOHN  KLEIN,  CHAIRMAN,  GENERIC 
PHARMACEUTICAL  INDUSTRY  ASSOCIATION,  WASHINGTON, 
DC;  BRUCE  L.  DOWNEY,  CHAIRMAN,  PRESIDENT,  AND  CHIEF 
EXECUTIVE  OFFICER,  BARR  LABORATORIES,  POMONA,  NY; 
GERALD  J.  MOSSINGHOFF,  PRESIDENT,  PHARMACEUTICAL 
RESEARCH  AND  MANUFACTURERS  ASSOCIATION,  WASHING- 
TON, DC,  ACCOMPANIED  BY  ERAN  BROSHY,  VICE  PRESI- 
DENT, BOSTON  CONSULTING  GROUP;  AND  DAVID  BEIER, 
VICE  PRESIDENT  FOR  GOVERNMENT  RELATIONS, 
GENENTECH,  SAN  FRANCISCO,  CA,  ON  BEHALF  OF  THE  BIO- 
TECHNOLOGY INDUSTRY  ORGANIZATION 

STATEMENT  OF  JOHN  KLEIN 

Mr.  Klein.  Mr.  Chairman  and  members  of  the  committee,  good 
morning. 

The  Chairman.  Good  morning. 

Mr.  Klein.  I  am  John  Klein,  president  of  IVAX  North  America. 

The  Chairman.  Before  we  begin,  we  are  going  to  give  7  minutes. 
If  you  can  summarize,  we  would  appreciate  it,  and  then  we  will 
have  some  time  for  some  questions,  hopefully.  So  this  green  light 
means  that  your  time  has  started.  Then  the  red  light  means  you 
should  bring  it  to  a  close.  Thanks,  Mr.  Klein. 

Mr.  Klein.  I  am  John  Klein,  president  of  IVAX  North  America 
Pharmaceutical,  and  chairman  of  the  Generic  Pharmaceutical  In- 
dustry Association.  I  am  offering  this  statement  on  behalf  of  GPIA 
and  the  National  Association  of  Pharmaceutical  Manufacturers.  I 
am  accompanied  by  Alfred  Engelberg,  patent  counsel  and  consult- 
ant to  GPIA,  and  Tom  Russllo,  vice  chairman  of  NAPM.  We  thank 
you,  Mr.  Chairman,  for  this  opportunity  to  testify. 

The  generic  pharmaceutical  industry  makes  possible  billions  of 
dollars  a  year  in  drug  cost  savings  to  the  U.S.  economy.  In  fact,  ge- 
neric medicines  are  the  only  sector  of  the  health  care  industry  that 
I  am  aware  of  that  is  actually  lowering  health  care  costs.  In  today's 
world,  generic  drugs  are  vitally  important  to  millions  of  Americans, 
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especially  senior  citizens  who  struggle  every  day  to  make  ends 
meet. 

Much  of  the  savings  generics  offer  go  directly  to  the  American 
taxpayers  as  State  and  Federal  Medicaid  programs,  Government 
hospitals,  health  programs  at  the  Departments  of  Defense  and  Vet- 
erans Affairs,  and  other  public  entities  that  purchase  prescription 
drugs  all  realize  significant  savings  through  purchase  of  generics. 

Mr.  Chairman,  the  issue  before  your  committee  is  really  quite 
simple.  It  is  about  health  care  costs,  sacrifice,  and  greed.  Congress 
has  approved  a  $133  billion  cut  in  projected  Medicare  costs.  Other 
factors  are  forcing  similar  cuts  in  the  private  sector.  Sacrifices  are 
already  being  made  by  physicians,  hospitals,  pharmacists,  and  pa- 
tients. Yet,  astonishingly,  in  the  face  of  all  this  pressure  and  all 
these  sacrifices,  you  are  actually  being  asked  by  the  most  profitable 
segment  of  the  health  economy,  the  brand  name  drug  companies, 
to  consider  new  advantages  that  would  cost  American  consumers 
and  literally  impose  a  tax  increase  immediately  on  Americans  re- 
quiring drug  therapies. 

Even  more  incredibly,  Mr.  Chairman,  these  companies  are  seek- 
ing an  extension  of  their  monopoly  power  less  than  1  year  after 
they  received  average  patent  extensions  of  12  to  18  months  from 
the  GATT  legislation.  In  addition,  over  the  past  decade  FDA  aver- 
age approval  times  for  NDA's  have  declined  from  32  months  to  19 
months,  thus  ensuring  a  more  rapid  entry  of  products  to  the  mar- 
ket. 

Let  me  state  our  position  clearly.  The  Hatch-Waxman  Act  isn't 
broke.  It  doesn't  need  fixing  and  it  doesn't  need  tinkering.  The 
1984  act  is  one  of  the  most  carefully  balanced,  carefully  written, 
and  successful  measures  passed  by  any  Congress.  It  was  designed 
to  be  a  win/win  statute  for  the  public,  the  brand  name  companies, 
and  the  generic  drug  companies  alike.  As  President  Reagan  said 
when  he  signed  Hatch-Waxman  in  1984,  "The  legislation  will  speed 
up  the  process  of  Federal  approval  of  inexpensive  generic  versions 
of  many  brand  name  drugs,  make  the  generic  versions  more  widely 
available  to  consumers,  and  grant  pharmaceutical  firms  added  in- 
centives to  develop  new  drugs.  Everyone  wins,  particularly  our  el- 
derly Americans." 

Was  President  Reagan  correct  in  his  predictions?  Clearly,  the 
public  has  received  enormous  savings  from  the  benefits  of  generic 
competition.  As  you  stated  on  the  Senate  floor  on  December  7, 
1995,  Mr.  Chairman,  the  Hatch-Waxman  Act  has  saved  an  average 
of  $1  billion  a  year  to  consumers  every  year  since  the  enactment 
in  1984,  as  we  predicted  it  would.  What  has  happened  is  due  in 
great  part  to  your  vision  and  courage  in  furthering  the  compromise 
that  has  served  the  public  interest  so  well. 

Looking  down  the  road,  Mr.  Chairman,  the  potential  consumer 
and  taxpayer  savings  are  even  more  dramatic.  Over  the  next  5 
years,  1996  through  2000,  more  than  140  drugs,  with  nearly  $15 
billion  in  annual  sales,  go  off  patent.  That  equates  to  over  $7  bil- 
lion per  year  in  savings  to  consumers.  That  is  the  crux  of  the  mat- 
ter. In  other  words,  if  you  think  consumers  have  already  saved  a 
lot  of  money  from  generic  competition,  you  haven't  seen  anjrthing 
yet. 
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What  about  research  and  development?  We  have  some  charts. 
Chart  A  cites  PhRMA  figures  on  R&D  investments  by  its  members. 
As  you  can  see,  these  investments  have  steadily  increased  from 
$3.7  billion  in  1984  to  an  estimated  $15.8  billion  in  1996. 

What  about  sales  and  profits  of  the  large  brand  name  companies? 
As  you  can  see  from  chart  B,  PhRMA  member  sales  receipts  will 
approach  $100  billion  this  year.  Yes,  that  is  $100  billion.  This  fig- 
ure has  grown  significantly  from  the  $29.9  billion  in  sales  they  had 
in  1984. 

As  for  profits,  this  year's  annual  report  on  American  Industry, 
which  is  published  by  Forbes  magazine,  reports  that  the  5-year  av- 
erage return  on  equity  for  all  Ainerican  industries  combined  was 
12.5  percent.  As  you  can  see  from  chart  C,  drugs  provided  a  whop- 
ping 20.9-percent  return  on  equity,  and  in  the  past  year  alone  drug 
sales  have  provided  a  profit  margin  of  10  percent,  which  more  than 
doubles  the  national  average.  Can  there  be  any  doubt  that  the 
brand  name  drug  companies  have  been  winners? 

Of  course,  we  in  the  generic  industry  are  winners  as  well.  We 
have  grown  rapidly,  creating  jobs  and  investment  opportunities 
throughout  the  country.  We  compete  vigorously  with  the  brands 
and  among  ourselves  to  market  low-cost,  high-quality  generic 
equivalents.  As  you  can  see  from  chart  D,  generic  drugs  are  ex- 
tremely popular  among  consumers.  Generics  account  for  nearly  45 
percent  of  all  prescriptions  filled  in  the  United  States.  This  is  up 
dramatically  from  14  percent  in  1985.  Yet,  our  market  share  meas- 
ured in  sales  dollars  has  remained  stable,  at  or  below  10  percent 
of  the  total  pharmaceutical  market.  Obviously,  as  we  sell  a  signifi- 
cantly higher  volume  of  medicine,  we  are  keeping  prices  down. 
Frankly,  I  think  this  says  it  all.  Americans  are  choosing  generic 
drugs  because  they  are  safe,  effective,  and  can  save  people  lots  of 
money. 

If  this  Congress  is  serious  about  keeping  more  money  in  the 
pockets  of  everyday  Americans,  it  won't  allow  the  brand  name 
pharmaceutical  industry  to  turn  back  the  clock.  Hatch-Waxman 
was  the  best  thing  to  happen  to  the  American  consumer  and  tax- 
payer in  a  long,  long  time.  As  President  Reagan  said  when  he 
signed  the  legislation,  "When  you  add  it  all  up,  this  bill  will  pro- 
vide regulatory  relief,  increased  competition,  economy  in  govern- 
ment, and  best  of  all,  the  American  people  will  save  money,  and 
yet  receive  the  best  medicine  that  pharmaceutical  science  can  pro- 
vide." His  prediction  has  proven  to  be  remarkably  accurate. 

We  have  submitted  written  testimony  in  which  we  have  taken 
the  opportunity  to  review  for  the  members  of  this  committee  the 
history  and  goals  of  Hatch-Waxman  and  to  explain  in  much  greater 
detail  how  the  act  has  met  and  surpassed  the  most  optimistic 
hopes  of  the  90th  Congress. 

Mr.  Chairman,  we  thank  you  for  this  opportunity. 

The  Chairman.  Well,  thank  you,  Mr.  Klein. 

[The  prepared  statement  of  Mr.  Klein  follows:] 

Prepared  Statement  of  John  Klein 

I.  introduction 

I  am  John  Klein,  President  of  IVAX  and  Chairman  of  the  Generic  Pharmaceutical 
Industry  Association.  I  am  accompanied  by  Alfred  Engelberg,  patent  counsel  and 
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consultant  to  GPIA.  I  am  offering  this  statement  on  behalf  of  GPIA  and  the  Na- 
tional Association  of  Pharmaceutical  Manufacturers.  Our  two  groups  are  the  two 
largest  associations  of  U.S.  generic  pharmaceutical  producers.  Our  members  account 
for  over  90  percent  of  the  U.S.  generic  drug  market.  The  two  organizations  have  an- 
nounced that  they  will  be  merged,  and  the  merger  is  now  under  way.  The  members 
of  both  groups  look  forward  to  working  together  as  a  single  entity  with  this  commit- 
tee and  the  other  committees  and  Members  in  both  Houses,  in  an  effort  to  assure 
that  the  benefits  of  price  competition  on  off-patent  prescription  drugs  reach  every 
American  who  needs  such  drugs  to  get  well  and  stay  well. 

The  members  of  GPIA  and  NAPM  make  possible  billions  of  dollars  a  year  in  drug 
cost  savings  to  the  U.S.  economy.  Those  savings  go  directly  into  the  budgets  of  indi- 
vidual sick  people,  especially  seniors  on  fixed  incomes  who  pay  their  own  drug  bills. 
The  lower  drug  costs  also  reduce  the  premiums  of  people  fortunate  enough  to  have 
drug  reimbursement  programs  which  they  or  their  employers  pay  for.  Much  of  the 
savings  go  to  the  state  and  federal  Medicaid  programs,  the  state  and  federal  public 
hospitals,  the  Defense  Department  and  Veterans  Affairs  Department  health  pro- 
grams, and  other  publicly  ftinded  entities  that  purchase  prescription  drugs. 

In  short,  every  extra  dollar  that  goes  to  purchase  a  branded  drug,  when  an  FDA- 
approved  generic  equivalent  is  or  should  be  available,  is  a  dollar  wasted  by  individ- 
uals, by  insurers,  by  taxpayer-supported  programs  in  every  town  and  village  in  the 
nation.  Especially  at  a  time  when  government  agencies  are  being  asked  to  cut  back 
on  their  budgets,  and  when  others  in  the  health  care  system  are  recognizing  the 
need  to  provide  quaUty  health  care  for  lower  costs,  it  is  astonishing  indeed  that  you 
are  being  asked  by  the  most  profitable  segment  of  the  health  economy,  the  large 
drug  companies,  to  grant  them  new  advantages  that  would  transfer  huge  amounts 
of  wealth  from  the  pockets  of  U.S.  consumers  and  taxpayers  to  the  bottom  line  of 
these  companies. 

We  come  before  this  Committee  with  mixed  feelings.  On  the  one  hand,  our  compa- 
nies are  responsible  for  assuring  that  the  "drug  price  competition"  promises  of  the 
1984  Drug  Price  Competition  and  Patent  Term  Restoration  Act  are  kept,  and  we  are 
proud  to  be  able  to  report  on  that  Act's  overwhelming  success  during  the  past  12 
years.  We  are  especially  honored  to  be  able  to  make  our  report  to  a  committee 
chaired  by  one  of  the  principal  authors  of  the  Act,  without  whom  there  would  have 
been  no  1984  Act.  The  fact  that  the  Act  bears  your  name.  Senator  Hatch,  will  en- 
sure that  your  contribution  to  its  success  will  never  be  forgotten.  Although  many 
members  of  this  Committee  also  sat  in  the  Senate  or  the  House  at  the  time  this 
historic  law  was  passed,  other  present  members  of  the  Senate  were  not  in  Washing- 
ton then.  So  we  especially  appreciate  the  chance  to  review  for  these  newer  members 
the  history  and  goals  of  the  Drug  Price  Competition  and  Patent  Term  Restoration 
Act  of  1984,  and  to  explain  how  the  Act  has  met  and  surpassed  the  most  optimistic 
hopes  of  the  98th  Congress. 

On  the  other  hand,  we  know  that  the  impetus  for  this  hearing  is  the  importuning 
of  some  brand  name  drug  companies,  who  wish  to  turn  the  clock  back  and  rewrite 
the  1984  Act.  Let  me  state  our  position  clearly:  the  Hatch-Waxman  Act  "ain't  broke"; 
it  doesn't  need  fixing'  and  it  doesn't  need  tinkering. 

The  1984  Act  is  one  of  the  most  carefully  balanced,  carefully  written,  and  success- 
ful measures  passed  by  an  Congress  at  any  time.  It  was  designed  to  be  a  "win-win- 
win"  statute,  for  the  public,  the  brand  name  drug  companies  and  the  generic  drug 
companies.  In  fact  all  three  have  won  big.  The  public  has  had  the  benefit  of  billions 
of  dollars  a  year  in  savings  on  prescription  drugs  and  growing  investment  in  re- 
search and  development  on  new  drugs.  The  brand  name  drug  companies  have  re- 
ceived hundreds  of  patent  extensions  of  up  to  five  years,  and  many  other  FDA  exclu- 
sivity grants  providing  up  to  seven  or  ten  years  of  monopoly  life  irrespective  of  pat- 
ent terms,  thus  substantially  increasing  their  profits  and  their  incentive  to  invest 
in  new  drug  R&D.  And  the  generic  industry  has  grown  rapidly,  creating  new  jobs 
and  investment  opportunities  in  every  region  of  the  country,  and  vigorously  compet- 
ing to  market  low  cost,  high  quality,  safe  and  effective  generic  equivalents  to  com- 
pete with  the  brand  products. 

The  success  of  the  Act  is  a  tribute  to  the  wise  foresight  and  strong  leadership  of 
its  two  legislator-parents,  whose  names  it  bears,  the  members  of  the  strong  bi-par- 
tisan— really  non-partisan — coalition  in  both  houses  who  gave  it  life,  and  then-Presi- 
dent Reagan,  who  proudly  signed  it  in  a  Rose  Garden  ceremony  in  September  of 
1984. 
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II.  HISTORY  OF  THE  1984  ACT 

To  understand  the  issues  being  raised  in  1996,  it  is  essential  to  understand  the 
issues  that  were  being  raised  in  1984,  how  Congress  addressed  them,  and  what  the 
results  have  been. 

A.  Status  of  drug  competition  in  1984 

The  Committee  reports  on  the  Hatch-Waxman  Act  describe  a  set  of  circumstances 
in  which  no  one  was  happy:  the  large  drug  companies  felt  they  were  losing  market 
life  to  FDA  regulatory  delays;  the  generic  companies  felt  they  were  being  forced  to 
jvmip  through  unnecessary  regulatory  hoops  at  FDA  that  delayed  or  prevented  them 
from  competing  with  the  brands;  and  the  public  was  being  deprived  of  the  vigorous 
drug  price  competition  generics  could  provide. 

1.  Generics 

Before  1984  it  was  extremely  difficult  to  obtain  approval  of  a  generic  version  of 
a  post- 1962  brand  drug.  The  generic  manufacturers  could  produce  nigh  quality  prod- 
ucts chemically  and  biologically  the  same  as  the  off-patent  brands.  But  they  could 
not  then — and  cannot  now — possibly  afford  to  replicate  the  safety  and  efficacy  proofs 
required  for  a  new  drug  because  the  cost  would  be  greater  than  the  potential  profit 
in  a  competitive,  post-patent,  multi-source  market.  Nor,  or  course,  was  there  any 
reason  to  require  re-proving  what  had  been  proved  in  the  original  clinical  tests  and 
in  years  of  public  use  during  the  patent  term.  FDA  did  adopt  a  policy  allowing  ge- 
neric applicants  to  demonstrate  safety  and  efficacy  through  "paper  NDA's"  using 
published  reports  of  clinical  studies,  but  since  the  public  availability  of  those  data 
was  spotty,  few  generics  reached  the  market.  For  those  few  that  did,  the  process 
was  difficult,  slow,  and  costly,  and  it  inevitably  delayed  generic  competition  and  re- 
duced the  number  of  competitors,  even  aft:er  the  brand  patents  had  long  expired. 
There  was  no  public  benefit  from  these  barriers  to  entry  into  the  market.  In  fact, 
at  the  time  the  1984  Act  was  passed,  there  were  some  150  drugs  with  expired  pat- 
ents and  no  generic  competition,  including  10  of  the  best-selling  drugs  then  in  use. 

There  was  no  lack  of  a  model  for  a  better  system:  generic  versions  of  drugs  first 
approved  before  1962  were  allowed  to  use  a  quicker,  less  expensive  "abbreviated 
new  drug  application"  process,  under  which  the  generic  applicant  needed  only  to 
demonstrate  that  its  product  was  formulated  with  the  same  active  ingredient  as, 
and  was  bioequivalent  to,  the  drug  already  on  the  market.  The  FDA  had  the  power 
to  adopt  that  system  for  post- 1962  drugs,  and  had  been  urged  to  do  so  since  1978, 
but  had  failed  to  take  the  necessary  action. 

Another  potential  barrier  to  timely  generic  availability  seemed  to  be  eliminated 
in  November  of  1983,  when  a  federal  court  ruled  that  the  research  and  development 
work  necessary  to  file  a  generic  drug  application  qualified  as  an  "experimental  use" 
of  a  patented  material,  and  therefore  did  not  constitute  an  infringement.  That  deci- 
sion was  in  accord  with  long  established  views  of  most  observers  of  the  pharma- 
ceutical industry.  In  early  1984,  during  the  initial  negotiations  leading  to  the  1984 
Act,  PMA  and  GPIA  agreed  that  this  ruling  should  be  written  into  the  compromise 
legislation.  This  step  was  necessary  because  an  appellate  reversal — thought  to  be 
urJikely — would  as  a  practical  matter  add  about  three  years  to  the  actual  market 
life  of  all  brand  drug  monopolies,  after  their  patent  terms  had  expired.  To  the  sur- 
prise of  almost  everyone,  before  the  District  Court's  ruling  could  be  written  into  law, 
it  was  reversed  by  the  Court  of  Appeals  for  the  Federal  Circuit  in  Roche  v.  Bolar. 
Under  that  court  ruling,  even  though  there  was  no  marketing  of  the  product  before 
patent  expiration,  and  even  though  there  would  be  no  financial  harm  to  the  pat- 
entee during  the  term  of  the  patent,  the  generic  companies  would  not  even  have 
been  able  to  begin  the  long  process  of  preparing  to  apply  for  FDA  approval  until 
after  the  patent  expired.  If  this  opinion  were  allowed  to  stand,  there  would  have 
been  substantial  further  delays  in  generic  approvals  and  generic  competition  until 
long  after  patent  expiration,  causing  huge  additional  drug  costs  for  the  American 
public. 

Not  surprisingly,  the  result  of  all  these  barriers  to  generic  drug  competition  was 
that  American  consumers,  especially  senior  citizens,  and  federal  and  state  health 
agencies,  were  spending  millions  of  extra  dollars  a  day  on  brand  name  drugs  whose 
patents  had  expired,  drugs  which  could  have  been  and  should  have  been  available 
in  generic  form.  It  was  then  estimated  that  the  U.S.  government  alone,  just  for  Med- 
icaid, Veteran's  Administration  hospitals  and  clinics,  and  Department  of  Defense 
Health  programs,  was  spending  over  $2  billion  a  year  on  prescription  drugs  (a  figure 
which  was  probably  conservative  since  it  didn't  include  in-hospital  drugs  paid  under 
Medicare,  and  other  federal  costs  such  as  PHS  hospitals).  Congress  was  told  that 
the  potential  savings  were  huge:  DOD  reported  that  it  was  saving  over  $1  million 
a  year  on  just  a  single  drug  which  was  then  available  as  a  generic.  It  was  estimated 
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in  1984  that  the  nation's  taxpayers  would  save  almost  a  billion  dollars  over  the  next 
12  years  if  all  off  patent  drugs  were  available  as  low  cost  generic  equivalents. 

2.  Brands 

For  years  the  brand  name  companies  had  been  complaining  that  their  actual  pat- 
ent-protected market  life  on  new  drugs  was  declining  because  it  was  taking  them 
much  longer  to  prepare  for  and  successfully  complete  the  FDA  drug  approval  proc- 
ess. Of  course,  patentees  in  all  fields  normally  had  to  spend  years  of  their  patent 
life  testing  their  products  for  practicality,  quality,  and  safety,  and  gearing  up  to  go 
on  the  market,  before  they  were  actually  marketed.  Nevertheless,  the  brand  drug 
companies  claimed  that  the  testing  time  and  FDA  review  time  they  faced  put  them 
at  a  disadvantage.  They  said  that  if  they  had  the  prospect  of  longer  patent  life  on 
ftiture  inventions  to  make  up  for  the  lost  regulatory  time,  they  would  have  more 
incentive  to  invest  more  in  R  and  D,  and  thus  would  accelerate  the  introduction  of 
innovative  new  drugs. 

The  PMA  companies  also  had  a  list  of  other  benefits  they  wanted,  including 
longer  patent  terms  or  other  protection  from  competition  for  previously  developed 
drugs,  even  though  the  investment  in  them  had  already  been  made,  protection 
against  competition  for  drugs  which  could  not  be  patented,  and  assurance  that  FDA 
would  not  allow  generics  to  go  on  the  market  until  challenges  to  patent  validity  had 
been  resolved. 

B.  The  grand  compromise 

In  the  97th  Congress,  the  brand  companies  attempted  to  gain  passage  of  a  bill 
which  addressed  only  their  complaints.  It  extended  their  patents  to  offset  regulatory 
delays,  but  did  nothing  to  assure  prompt  approval  and  marketing  of  generics.  While 
the  bill  slipped  quietly  through  the  Senate  with  little  attention,  by  the  time  it 
reached  the  House  floor,  as  a  supposedly  noncontroversial  measure,  it  had  suddenly 
become  very  controversial.  It  failed  to  pass  in  the  face  of  bi-partisan  opposition.  It 
was  seen  as  a  one-sided  bill  which  would  reduce  the  meager  existing  drug  price  com- 
petition by  further  delaying  the  marketing  of  generic  drugs  and  depriving  the  nation 
of  the  gigantic  savings  from  prompt  generic  approvals.  Moreover  the  Hearings  in  the 
House  committees  had  demonstrated  that  the  claims  of  declining  market  life  of 
brand  drugs  were  at  best  doubtful,  and  probably  widely  exaggerated.  In  fact,  the 
data  available  suggested  that  for  most  of  the  top-selling  drugs  there  was  ample  mar- 
ket life,  and  that  by  and  large  it  was  the  less  important  drugs  which  had  faced  ex- 
cessive delays  at  FDA.  The  evidence  showed  that  perhaps  a  more  serious  problem 
was  the  "evergreening"  of  patents,  i.e.  various  methods  of  extending  exclusive  mar- 
ket Ufe  of  brand  drugs,  by  gaming  the  patent  application  process.  Those  methods 
were  producing  market  lives  of  20  years  or  more  for  key  drugs.  For  all  these  rea- 
sons, the  effort  to  pass  a  patent  extension  bill  without  counter-balancing  generic  ac- 
celeration provisions  came  to  a  halt. 

In  1984,  however,  under  the  leadership  of  Senator  Hatch  and  Congressman  Wax- 
man,  with  bi-partisan  support  in  both  Houses,  PMA  and  GPIA  were  urged  to  sit 
down  at  the  table  and  negotiate  a  bill  addressing  both  sides'  concerns.  Congress' 
goal  was  to  allow  a  somewhat  longer  patent  life  to  new  brand  drugs  as  a  partial 
offset  for  time  actually  spent  preparing  for  or  undergoing  FDA  regulatory  review. 
PMA  assured  the  sponsors  that  this  would  increase  the  incentive  for  research  and 
development  on  the  new  drugs  which  would  benefit  from  the  added  patent  life.  To 
meet  the  clear  need  for  faster  availability  of  generics.  Congress  would  assure  that 
generics  could  go  on  the  market  the  very  day  that  the  brand  patent  expired,  so  that 
competition  would  begin  immediately,  and  the  public  would  have  the  prompt  benefit 
of  the  substantial  savings  that  competition  would  produce. 

The  two  sides  thrashed  out  every  detail  of  this  proposal,  with  the  chief  sponsors — 
as  Senator  Hatch  recalled  last  week — artfully  prodding  the  negotiators  when  im- 
passes occurred.  Ultimately,  with  the  participation  of  staff  experts.  House  and  Sen- 
ate Legislative  Counsel,  and  the  chief  sponsors  themselves,  the  process  produced  the 
precisely  balanced  Hatch- Waxman  compromise,  in  which  each  side  got  much  of  what 
was  important  to  it,  although  neither  side  got  everything  it  wanted,  and  the  public 
received  the  best  possible  deal. 

The  brands  received  almost  all  of  their  wish  list: 

— For  new  drugs  patent  after  enactment,  up  to  a  5  year-extended  life  for  their  17- 
year  patent  terms,  as  long  as  the  extended  term  did  not  produce  an  actual  market 
life  exceeding  the  14  years  of  market  life  which  Congress  considered  normal  for  pat- 
ents in  general; 

— For  old  drugs  patented  before  enactment,  despite  the  fact  that  their  R&D  costs 
were  already  spent,  a  bonus  of  up  to  2  years  extra  patent  protection; 
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— For  new  chemical  entities  approved  in  the  two  years  just  before  the  Act,  a  10 
year  period  of  marketing  exclusivity  during  which  FDA  could  not  issue  a  generic  ap- 
proval, even  if  the  patent  had  expired; 

— For  all  new  chemical  entities,  a  rule  prohibiting  the  filing  of  a  generic  applica- 
tion for  five  years  after  FDA's  approval  of  the  brand,  which,  added  to  the  typical 
two  years  or  more  it  took  for  a  generic  approval,  meant  that  a  new  drug  would  get 
seven  years  of  exclusive  market  life  even  if  there  was  no  patent  in  force; 

— A  new  and  unprecedented  automatic  prohibition,  under  the  FDC  Act,  against 
FDA'S  issuance  of  generic  drug  approvals  until  the  date  marketing  was  permitted 
under  the  Patent  Act,  including  an  automatic  stay  of  FDA  approval  for  30  months 
(instead  of  the  18  months  in  the  House  Committee  bill)  pending  court  proceedings 
on  any  patent  challenge,  unless  a  court  permitted  an  earlier  approval; 

— The  ability  to  include  in  the  "regulatory  delay"  calculation  half  the  time  used 
for  initial  hvunan  testing  of  a  new  drug,  even  though  such  testing  would  have  been 
required  by  common  sense  (if  not  by  the  patentee's  insurers)  regardless  of  FDA  re- 
quirements; 

To  balance  those  very  generous  benefits  to  the  brands,  the  generic  industry  was 
assured  two  basic  rights: 

— Speeded  up  and  simplified  processing  of  generic  applications  (i.e.,  a  mandate  to 
FDA  to  use  the  "abbreviated"  approval  process,  already  used  for  pre- 1962  drugs,  for 
post- 1962  drugs  as  well); 

— ^A  ratification  of  what  most  (including  the  District  Court)  had  thought  was  the 
rule,  that  both  the  generic  applicant  and  the  FDA  could  take  the  necessary  steps 
to  prepare  for  and  achieve  FDA  approval  during  the  patent  period  so  that  the  ge- 
neric could  go  on  the  market  immediately  upon  patent  expiration  (i.e.,  rescinding 
the  anti-competitive  Roche-Bolar  decision). 

Although  not  every  member  of  Congress  and  not  every  member  of  PMA  or  the  ge- 
neric industry  was  happy  with  every  facet  of  the  compromise,  the  Hatch-Waxman 
bill  received  bipartisan  support  in  Committee  and  on  the  floor  of  both  Houses.  Some 
PMA  companies  felt  that  they  should  have  received  even  more  benefits  than  the  ex- 
traordinary new  concessions  they  did  receive.  I  know  some  Senators — and  some  in 
the  generic  companies — felt  that  the  generic  side  conceded  too  much  in  the  way  of 
benefits  to  the  brand  companies  at  the  expense  of  consumers — especially  with  re- 
spect to  drugs  already  on  the  market — and  the  bill  was  almost  sidetracked  at  the 
last  moment  on  this  basis.  In  signing  it  in  September  1984,  President  Reagan  stated 
that  "[t]he  legislation  will  speed  up  the  process  of  Federal  approval  of  inexpensive 
generic  versions  of  many  brand  name  drugs,  make  the  generic  versions  more  widely 
available  to  consumers,  and  grant  pharmaceutical  firms  added  incentives  to  develop 
new  drugs.  Everyone  wins,  particularly  our  elderly  Americans."  Weekly  Compilation 
of  Presidential  Documents,  Oct.  1,  1984,  Vol.  20,  no.  39  at  p.  1359. 

C.  The  results 

During  the  IIV2  years  since  then.  Congress'  strong  hopes  for  a  "win-win-win"  re- 
sult have  been  more  than  realized. 

The  brand  companies  have  thrived  under  the  new  system.  Over  200  patents  have 
received  1984  Act  extended  terms  ranging  up  to  five  extra  years.  Obviously,  for  a 
leading  billion  dollar  drug,  a  five  year  extension  could  mean  five  billion  dollars  in 
extra  protected  sales.  Assuming  marginal  profit  rates  of  only  10  percent  (Forbes 
1996  estimate  of  average  profits),  and  generic  market  share  of  only  40  percent,  each 
such  extension  would  have  been  worth  hundreds  of  millions  of  dollars.  Thus,  the  in- 
dustry-wide extra  profits  for  the  brands  attributable  to  1984  Act  extensions  must 
be  billions  upon  billions  of  dollars  on  all  extended  drugs.  The  pharmaceutical  sector 
statistics  confirm  that  the  brand  industry  is  doing  very  well:  For  the  past  five  years 
large  drug  company  return  on  equity  has  averaged  20.9  percent,  or  167.2  percent 
of  the  Forbes  all-industry  average  of  12.5  percent  (this  despite  the  temporary  self- 
protective  price  restraint  during  Clinton  health  bill  discussions  in  1993-4).  Profit 
margins  for  1995  were  double  the  all-industry  average. 

As  promised,  brand  company  R&D  has,  according  to  PhRMA,  indeed  increased 
dramatically  since  1984:  in  1983  it  was  about  $3  billion;  in  1996  it  is  estimated  to 
be  nearly  $16  billion.  As  a  percentage  of  U.S.  sales  and  exports,  U.S.  R&D  has 
risen  from  14.4  percent  in  1983  to  over  19  percent  last  year.  The  benefits  of  this 
increased 

R&D,  which  is  vital  to  everyone  in  the  U.S.,  including  both  the  brand  and  generic 
drug  industries,  are  being  realized.  Among  the  30  new  pharmaceutical  products 
FDA  approved  last  year  were  the  first  nonhormona)  medicine  to  treat  osteoporosis, 
the  first  vaccines  against  hepatitis  A  and  chicken  pox,  two  new  AIDS  drugs,  three 
new  cancer  drugs,  two  drugs  to  reduce  side  effects  of  chemotherapy,  the  first  of  a 
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new  class  of  treatments  for  Type  II  diabetes,  the  first  drug  specifically  for  the  treat- 
ment of  primary  pulmonary  hypertension,  a  pharmacologic  alternative  to  the  electric 
paddles  we  all  watch  the  "fib"  cases  get  on  ER,  a  new  immunosuppressant  to  pre- 
vent kidney  transplant  rejection,  and  a  new  class  of  blood  pressure  medicines. 

The  Generic  industry  has  more  than  succeeded  in  achieving  the  benefits  to  the  pub- 
lic and  to  itself  contemplated  in  the  1984  Act. 

Thousands  of  Abbreviated  New  Drug  Applications  have  been  approved  by  FDA, 
and  most  widely-used  drugs  are  available  in  generic  form  promptly  after  expiration 
of  the  brand  patent.  In  fact  there  are  frequently  numerous  generic  competitors  on 
the  market  shortly  after  patent  expiration,  bringing  prices  down  quickly  and  provid- 
ing ample  supplies  of  the  low  cost  versions  to  meet  consumer  needs.  For  example, 
when  tne  patent  on  captopril  expired  last  month,  there  were  a  dozen  approved 
generics  waiting  to  go  on  the  market.  As  a  result,  the  wholesale  price  of  a  30-day 
supply  of  this  widely  prescribed  high  blood  pressure  drug  dropped  immediately  from 
about  $60  to  under  $10,  and  it  is  now  being  sold  for  under  $5.  If  the  savings  at 
retail  are  of  similar  magnitudes,  then  each  patient  taking  captopril  daily  will  save 
over  $600  a  year!  Similar  savings  are  being  achieved  on  hundreds  of  other  prescrip- 
tion drugs  paid  for  by  individuals,  drug  reimbursement  programs,  and  federal,  state 
and  local  government  drug  purchasers.  The  Medicaid  program  alone  paid  $7.8  bil- 
lion for  prescription  drugs  in  fiscal  1993,  and  $8.2  billion  in  1994.  If  generic  drugs 
accounted  for  only  25  percent  of  that  total,  the  government  would  have  spent  $2  bil- 
lion on  generic  drugs  which  otherwise  would  have  cost  at  least  $4  billion  for  the 
brand  versions.  Thus  U.S.  taxpayers  would  have  saved  over  $2  billion  through  use 
of  generics  in  Medicaid  alone — and  saved  similarly  impressive  amounts  in  the  Veter- 
ans, DOD,  Indian  Health,  PHS  and  other  federal  programs.  These  savings  to  the 
U.S.  economy  will  continue  to  expand:  they  are  enhanced  by  the  prompt  availability 
of  ample  supplies  of  generics  as  soon  as  each  brand  patent  expires,  and  by  the  grow- 
ing insistence  of  consumers,  seniors  groups,  pharmacy  chains,  HMO's  and  BMP's, 
state  and  federal  agencies,  and  health  insurers  that  generic  equivalents  be  available 
to  all  and  be  utilized  to  the  maximum  possible  extent. 

To  meet  the  growing  demand,  generic  companies  have  invested  many  millions  of 
dollars  in  new  plants  and  equipment  and  have  expanded  their  employment  in  states 
from  New  Jersey  to  Arizona  and  from  Florida  to  Massachusetts.  Small  generic  com- 
panies have  become  large  companies,  and  new  small  companies  have  entered  the 
market,  and  are  growing  as  well.  Of  course,  more  competitors  have  stimulated  more 
competition,  and  accelerated  the  lowering  of  prescription  drug  costs. 

The  bank  companies  themselves  have  recognized  the  importance  of  generics,  and 
a  growing  number  of  brand  companies  have  established  or  acquired  generic  affiliates 
to  compete  vdth  the  other  brand  companies,  adding  to  the  competitive  market. 
While  this  growing  competition  keeps  generic  profit  margins  modest,  the  generic  in- 
dustry is  healthy  and  growing,  and  many  generic  companies  are  investing  in  the  lat- 
est technology,  allowing  them  to  compete  even  more  aggressively  vdth  the  brands 
and  with  one  another. 

The  public  has  benefitted  most  of  all.  In  fact  there  has  been  a  major  sea  change 
in  U.S.  prescription  drug  markets  since  1984.  A  dozen  years  ago,  "drug  price  com- 
petition" was  enjoyed  by  a  few  savvy  consumers  buying  the  small  number  of  avail- 
able generics  from  the  few  available  sources,  while  most  consumers  bore  the  cost 
of  the  monopoly  price  of  most  of  the  leading  drugs,  even  though  those  drugs  were 
long  past  their  patent  lives.  Now  drug  price  competition  is  a  basic  fact  of  life  for 
most  Americans:  they  look  for  the  generic;  they  expect  the  generic;  they  will  only 
pay  for  the  generic.  They  will  tolerate  any  proposals  to  turn  the  clock  back  and  to 
delay  the  marking  of  generics,  just  to  satisfy  the  desire  of  the  brand  companies  for 
an  income  redistribution  program  that  takes  money  from  the  pockets  of  the  public — 
in  direct  payments  for  prescriptions,  in  federal  and  local  taxes  supporting  govern- 
mental drug  purchases,  or  in  insurance  premiums  for  drug  reimbursement  pro- 
grams— and  uses  that  money  to  expand  the  already  pace-setting  profit  rates  of  the 
large  drug  companies. 

The  simple  fact  is  that  there  is  nothing  wrong  with  the  1984  Act  as  passed.  It 
has  more  than  accomplished  its  goals.  It  has  worked  efficiently  and  effectively.  The 
fears  expressed  by  some  of  those  who  wished  some  of  its  negotiated  features  had 
been  written  differently  have  not  come  to  pass. 

For  example,  some  of  the  brand  company  supporters  claimed  that  what  is  known 
as  §27 1(e),  the  provision  rescinding  the  second  Roche-Bolar  ruling,  would  be  ruled 
unconstitutional,  based  on  the  same  argvmients  made  by  PhRMA  at  last  week's 
hearings.  That  section,  of  course,  was  an  essential  element  of  the  Grand  Com- 
promise, and  the  Act  could  not  have  been  agreed  upon  without  it.  In  fact,  since  the 
1984  Act  not  only  have  the  courts  not  raised  the  slightest  doubt  about  the  validity 
of  that  section,  they  have  explicitly  applied  and  enforced  it,  explaining  and  validat- 
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ing  its  purpose  and  its  role  in  the  carefully  balanced  result  achieved  by  Congress. 
Certainly  there  is  no  legal  or  Constitutional  need  for  any  change  in  this  feature  of 
the  Act. 

Moreover,  despite  the  vague  impUcations  in  PhRMA  statements  that  the  Roche- 
Bolar  provision  raises  international  trade  issues,  the  fact  is  that,  as  Ambassador 
Kantor's  testimony  last  week  highlighted,  the  USTR  supports  the  concept  of  this 
provision.  Moreover,  a  specific  clause  recognizing  the  consistency  of  §27 1(e)  with 
GATT  was  included  in  the  administration's  Statement  of  Administrative  Action, 
Congressionally  recognized  as  the  definitive  statement  of  U.S.  policy  in  this  area. 
The  argument  that  we  should  dispense  with  this  feature  of  our  statute  because 
other  foreign  jurisdictions  adopted  patent  extensions  without  ANDA  and  Roche- 
Bolar  provisions  is  backwards — our  system  is  the  correct  one  and  we  should  be  in- 
sisting that  our  trading  partners  provide  the  same  balanced  approach  that  we  do. 
(I  should  note  that  the  German  courts  have  recently  rendered  a  decision  approving 
a  Roche-Bolar  type  "experimental  use"  exception  from  infringement.) 

Similarly  some  naysayers  in  1984  thought  the  provision  for  early  patent  chal- 
lenges during  FDA  consideration  of  ANDA's  would  generate  much  litigation  but 
produce  little  or  no  benefit.  In  fact,  however,  the  cost  of  patent  challenges  precludes 
any  but  serious  ones,  and  many  of  the  early  patent  challenges  have  resulted  in  set- 
tlements or  court  invalidity  rulings  which  have  accelerated  the  marketing  of  the  ge- 
neric and  produced  savings  to  the  public  which  could  have  been  accomplished  in  no 
other  way.  Such  important  drugs  as  MODURETIC,  FLEXERIL,  TENORETIC, 
NORTRIPTYLINE,  and  TAMOXIFEN  might  have  improperly  been  shielded  from 
competition  for  extended  periods  of  time  if  not  for  these  procedural  provisions  of 
Hatch- Waxman. 

Some  have  argued  that  the  continuing  requests  from  brand  companies  for  special 
private  bills  to  extend  particvilar  patents  show  that  the  1984  Act  is  inadequate.  In 
fact,  in  most  of  these  cases,  the  drug  at  issue  was  a  "me  too"  drug  which  added  little 
to  the  therapeutic  alternatives,  and  had  been  delayed  in  the  regulatory  process  be- 
cause of  actions  or  inactions  of  the  patentee.  For  example,  the  markers  of  ANSAID, 
LODINE,  and  DAYPRO  have  asked  for  special  dispensation  from  the  patent  laws. 
Each  of  these  drugs  is  a  closely  understudy  for  ADVIL,  and  they  were  all  rated  "IC" 
by  FDA.  That  rating  means  that  they  offered  little  or  no  therapeutic  advantage  over 
existing  drugs.  In  fact,  the  primary  reason  they  had  limited  patent  life  after  ap- 
proval is  that  their  owners  did  not  develop  them  for  market  until  10  years  or  more 
after  the  patents  were  issued,  presumably  because  there  was  no  real  market  for 
them.  Nevertheless,  despite  the  expiration  of  the  patent  terms  which  they  failed  to 
exploit,  every  single  one  of  them  received  the  benefit  of  the  non-patent  FDA  exclu- 
sivity protection  lor  some  seven  years  under  the  generous  terms  of  Hatch- Waxman. 
Thus  in  almost  every  such  case.  Congress  has,  or  should  have,  rejected  the  requests 
for  still  more  exclusivity,  which  were  in  most  cases  the  result  of  overreaching  and 
over-promising  by  the  Washington  lobbyists  for  the  patentees.  If  anything,  the  fact 
that  few  if  any  patentees  can  make  a  persuasive  case  for  extra  patent  time  outside 
the  bounds  of  Hatch-Waxman,  while  scores  of  drugs  have  received,  used,  and  pros- 
pered based  upon  Hatch-Waxman  extended  terms,  is  clear  evidence  of  the  reason- 
ableness— we  would  argue  generosity — of  the  Hatch-Waxman  provisions  for  those 
extensions. 

It  should  be  remembered  that  the  extension  period,  like  the  patent  term  itself, 
and  any  other  fixed  time  period  in  a  statute,  was  selected  as  an  equitable  umbrella, 
likely  to  be  more  than  adequate  in  most  cases,  even  if  in  a  few  particular  cases  it 
turned  out  to  offer  less  than  the  patentee  would  like.  But,  as  indicated  above,  the 
case  for  five-year  extensions  was  tenuous  in  1984,  and  the  average  time  spent  at 
FDA  has  been  reduced  substantially  since  then,  from  31.9  months  in  1985  to  19.2 
months  in  1995.  Moreover,  many  drug  patent  terms  will  be  significantly  longer  be- 
cause of  the  URAA  change  in  the  U.S.  patent  term.  Nevertheless,  the  brand  compa- 
nies have  large  Washington  offices,  with  creative  lobbyists.  If  one  Congress  allows 
the  brands  a  five-year  term  extension  capped  at  14  market  years,  the  law  of  reverse 
political  entropy  invariably  leads  those  companies  and  lobbyists  to  sally  forth  de- 
manding seven-year  extensions  with  a  16-year  cap,  aiming  to  settle  for  a  gift  of  six 
and  15.  Of  course,  they  must  wait  a  respectable  period  of  time  in  hopes  that  a  new 
Congress  will  have  forgotten,  as  Senator  Hatch  reminded  us  all  last  week,  that  the 
five  and  fourteen  year  limitations  were  part  of  an  overall  system  that  was  carefully 
balanced  to  start  with,  has  worked  well  for  all  concerned,  and  cannot  be  changed 
without  doing  serious  harm  to  the  public. 

Our  job  today,  and  the  Committee's  job  in  educating  your  brother  and  sister  Sen- 
ators, is  to  make  sure  that  those  facts  are  not  forgotten.  The  Hatch-Waxman  Act 
is  alive  and  well  and  quietly  promoting  a  vibrant,  competitive,  profitable,  and  pro- 
ductive pharmaceutical  market.  On  behalf  of  all  those  who  have  benefitted  from  this 
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Solomonic  act  of  legislative  wisdom,  we  ask  you  to  leave  well  enough  alone,  so  that 
all  Americans  can  continue  to  enjoy  the  fruits  of  your  past  good  work.  As  President 
Reagan  said  when  he  signed  the  legislation,  "[W]hen  you  add  it  all  up,  this  bill  will 
provide  regulatory  relief,  increase  competition,  economy  in  government,  and  best  of 
all,  the  American  people  will  save  money,  and  yet  receive  the  best  medicine  that 
pharmaceutical  science  can  provide."  His  prediction  has  proven  to  be  absolutely  ac- 
curate. 

"WAXMAN-HATCH"  AND  "ROCHE-BOLAR" 

The  Drug  Price  Competition  and  Patent  Term  Restoration  Act  of  1984,  popularly 
known  as  the  Waxman-Hatch  Act  for  its  co-authors.  Senator  Orrin  Hatch  and  Con- 
gressman Henry  Waxman,  provides  vitally  important  benefits  for  consumers,  tax- 
payers and  manufacturers  of  prescriptions  drugs. 

A  landmark  in  cutting  health  care  costs 

For  consumers,  the  Act  ensures  that  the  day  after  the  patent  on  an  expensive 
brand  name  drug  expires,  low-cost,  FDA-approved  generic  versions  of  that  drug  can 
be  made  available  to  the  public. 

For  taxpayers,  the  Act  ensures  that  low-cost  generic  drugs  are  available  on  a 
timely  basis  to  beneficiaries  of  Medicaid  and  other  federal  and  state  programs,  thus 
saving  enormous  sums  of  money. 

Fairness  in  the  market 

For  brand  name  drug  manufacturers,  the  Act  provides  an  extension  of  patent  life 
to  offset  the  sometimes  lengthy  period  required  for  FDA  approval  of  a  new  drug  ap- 
plication. 

For  generic  drug  manufacturers,  the  Act  provides  for  an  abbreviated  FDA  ap- 
proval process  and  allows  reasonable  use  of  samples  of  the  patented  substance  for 
development,  testing  and  FDA  processing  of  generic  drug  applications  prior  to  expi- 
ration of  the  brand  patent. 

The  "reasonable  use"  provision  of  the  1984  Act,  the  result  of  a  ruling  in  a  case 
called  Roche  v.  Bolar,  removes  a  serious  impediment  to  the  timely  availability  of  ge- 
neric medicines.  Without  the  Roche-Bolar  provision,  generic  companies  would  have 
to  wait  until  the  brand  patent  expires  just  to  begin  working  on  a  low-cost  equiva- 
lent. The  results  would  be  several  years  of  unnecessary  delay  in  the  marketing  of 
each  generic  drug  and  billions  of  dollars  of  extra  costs  to  consumers,  as  well  as  to 
private  and  public  drug  reimbursement  programs. 

Meeting  the  public  demand  for  generic  medicines 

The  1984  Act  has  been  one  of  the  most  successful  Congressional  enactments  in 
the  health  field — and  perhaps,  in  any  field.  Many  lucrative  brand  name  drugs  have 
received  patent  extensions,  which,  according  to  the  brand  companies,  increase  their 
incentive  to  develop  new  drugs.  Hundreds  of  new  generic  medicines  have  been 
brought  to  market  more  promptly  than  previously  possible,  saving  billions  of  dollars 
for  consumers,  private  insurers,  hospitals,  HMOs,  and  federal,  state  and  local  gov- 
ernments. 

In  fact,  generic  medications  now  account  for  approximately  45  percent  of  prescrip- 
tions filled  in  the  United  States,  up  from  14  percent  in  1985.  The  cost  benefit  of 
generic  medicines  is  obvious — despite  a  45  percent  market  share,  generics  account 
for  only  10  percent  of  total  expenditures  on  prescription  drugs. 

Don't  mess  with  success 

The  1984  Act  is  an  effective,  well-balanced,  workable  compromise  among  many 
competing  interests  that  has  helped  our  nation  provide  better  health  care  services 
for  less  resources.  Any  efforts  by  special  interests  to  upset  the  delicate  balance  by 
enlarging  their  own  advantage  shoidd  be  strongly  resisted. 

The  Chairman.  Mr.  Downey,  we  will  turn  to  you. 

STATEMENT  OF  BRUCE  L.  DOWNEY 

Mr.  Downey.  Thank  you,  Mr.  Chairman,  and  thank  you  to  the 
members  of  the  committee  for  this  opportunity  to  testify  today.  I 
am  Bruce  Downey.  I  am  president  and  chairman  of  Barr  Labora- 
tories. Barr  has  a  long  history  in  the  generic  industry.  It  has  been 
in  business  26  years  and  it  was  one  of  those  fledgling  companies 
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that  the  chairman  mentioned  in  his  opening  remarks  at  the  time 
of  the  Hatch- Waxman  Act. 

Since  that  time,  Barr  has  expanded  and  prospered  under  that 
legislation.  We  now  have  facilities  in  three  States,  in  Pomona,  NY; 
Northvale,  NJ;  and  Lynchburg,  VA.  We  make  a  wide  range  of  phar- 
maceutical products  that  fight  infections,  treat  cancer,  treat  cardio- 
vascular disease,  and  a  host  of  other  medical  problems  and  condi- 
tions. 

We  came  today  and  asked  to  testify  because  we  believe  the 
Hatch- Waxman  Act  is  under  attack,  and  Barr  Laboratories  and  the 
members  of  our  industry,  our  employees,  our  shareholders,  and  our 
customers  have  all  been  beneficiaries  of  that  legislation.  In  light  of 
that  fact,  it  is  incumbent  upon  us  to  stand  in  the  front  row  of  those 
people  defending  this  key  legislation. 

At  a  time  when  it  is  quite  fashionable  to  complain  about  what 
the  Grovernment  has  and  hasn't  done,  I  think  it  is  important  that 
we  celebrate  this  very  significant  achievement  of  the  Congress  and 
the  Federal  Government,  and  I  will  mention  four  principal  facets 
of  its  success. 

First,  this  legislation  launched  an  entire  industry.  At  the  time  it 
was  passed,  the  industry  really  was  in  its  very  embryonic  stage.  It 
was  struggling  and  it  may  not,  and  probably  would  not  have  sur- 
vived but  for  this  legislation. 

Second,  this  legislation  saved  the  industry  and  launched  it  on  its 
way  in  the  best  American  tradition  of  promoting  competition  and 
free-market  forces,  and  those  forces  are  fierce  and  we  see  them 
every  day  both  in  competition  with  companies  like  John's,  other 
members  of  the  GPIA,  and  competition  among  those  companies 
that  belong  to  Mr.  Mossinghoff  s  organization. 

It  has  also  saved  consumers  an  average  of  $1  billion  a  year.  That 
is  direct  savings  to  customers  and  to  constituents  of  all  of  the  mem- 
bers of  the  committee  and  all  the  people  who  buy  our  medicines. 
Those  are  people  who  might  otherwise  have  not  been  able  to  afford 
those  key  remedies  and  those  key  medicines  to  protect  them  from 
disease. 

Finedly,  it  accomplished  all  of  these  objectives  while  at  the  same 
time  protecting  the  legitimate  intellectual  property  rights  of  the 
branded  industry.  In  fact,  since  the  passage  of  the  Hatch- Waxman 
Act,  the  branded  industry  has  achieved  unprecedented  financial 
success,  as  some  of  the  charts  that  John  put  up  demonstrate. 

Mr.  Chairman,  I  think  if  we  were  to  apply  that  legislative  level 
that  you  mentioned  in  your  opening  statement,  we  believe  that  that 
level  indicates  the  balance  in  1984  and  today  still  tips  in  the  favor 
of  the  branded  industry,  but  we  are  not  here  asking  for  relief  from 
that  imbalance.  We  are  here  defending  the  principles  that  were  em- 
bodied in  the  legislation. 

With  so  much  right  with  this  legislation,  one  has  to  ask  what  ex- 
actly is  the  problem  we  are  here  to  solve.  As  I  understand  that 
problem,  I  would  articulate  it  this  way.  At  the  time  this  legislation 
was  passed,  the  branded  industry  had  an  expectation  of  market  ex- 
clusivity and  since  the  passage  of  the  act,  regulatory  delays  either 
at  the  Patent  Office  or  at  the  FDA  have  shorted  that  expectation 
by  some  period  of  time.  That  shortening  of  the  period  of  time  of  ex- 
clusivity, in  the  view  of  the  branded  industry,  potentially  could 
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erode  its  profits,  could  take  money  away  from  R&D  expenses,  and 
ultimately  jeopardize  that  industry's  ability  to  deliver  medicine  to 
the  American  public. 

I  really  believe  this  is  the  Chicken  Little  approach.  It  is  the 
Chicken  Little  approach  because  it  focuses  the  attention  on  some 
terrible  consequence  that  may  befall  the  industry  while  avoiding 
the  facts  that  underlie  those  consequences.  The  clear  facts  are  the 
branded  industry  enjoys  today  record  sales,  record  profits,  and 
record  expenditures  in  R&D.  Those  charts  that  Mr.  Klein  put  up 
are  all  charts  from  the  PhRMA  annual  report  and  they  all  dem- 
onstrate these  key  facts. 

Given  that  there  are  record  profits,  any  claim  of  shortfall  in  R&D 
expenses  has  to  be  balanced  by  the  ability  of  the  industry  to  take 
moneys  off  of  the  profit  side  of  the  ledger  and  put  them  into  R&D. 
Those  moneys  are  available.  They  aren't  being  spent  for  that  pur- 
pose, or  the  additional  money  is  not  being  spent  for  that  purpose, 
and  I  think  you  have  to  evaluate  those  claims  of  need  in  light  of 
that  fact. 

In  addition  to  record  R&D  expenditures,  the  branded  industry 
has  spent  record  amounts  in  the  acquisition  of  each  other.  There 
have  been  at  least  7  multibillion-doUar  acquisitions  in  the  last  3 
years.  Those  acquisitions  include  acquisitions  by  Merck,  by  Lilly, 
by  SmithKline  Beecham,  by  Roche,  by  Glaxo-Wellcome,  and 
Hoechst-Marion-Roussel.  Again,  I  think  it  is  difficult  to  make  the 
claim  that  you  need  additional  money  for  R&D  when  you  are 
spending  tens  of  billions  of  dollars  in  acquiring  one  another. 

I  think  that  the  need  that  they  would  have  you  believe  is  really 
a  desire,  and  that  want  is  the  want  to  increase  the  already  record 
profits,  to  continue  the  frantic  activity  on  the  acquisition  front,  and 
at  the  same  time  fund  R&D.  It  may  simply  not  be  possible  to  do 
all  three,  but  it  is  not  the  job  of  this  committee  or  this  Congress 
to  fund  the  acquisition  and  the  profits  of  the  branded  industry  at 
the  sacrifice  of  the  consumer. 

I  think  the  second  half  of  the  claim  of  the  branded  industry  real- 
ly does  deserve  some  legislative  focus,  and  that  is  the  question  of 
regulatory  delays.  If,  in  fact — and  I  am  prepared  to  concede  for  a 
moment  there  have  been  and  are  unnecessary  regulatory  delays 
not  only  in  the  approval  of  brand  products,  but  also  in  the  approval 
of  our  products.  If  that  is  so,  then  the  answer  to  that  problem  is 
regulatory  reform.  It  is  not  patent  extension  or  market  exclusivity 
extension. 

What  that  simply  does  is  embody  in  our  system  the  regulatory 
inefficiencies  that  they  are  complaining  about.  I  think  there  is 
widespread  support  for  regulatory  reform  both  in  our  industry,  the 
branded  industry,  and  among  Members  of  Congress.  I  suggest  to 
you  that  the  appropriate  remedy  for  the  problem  being  complained 
of  is  regulatory  reform,  not  patent  extension. 

I  say  that  because  I  believe  that  the  patent  extensions  being 
sought  or  the  market  exclusivities  being  sought  really  do  impose  a 
tax  on  American  consumers,  and  I  think  it  works  this  way.  Take 
the  example  of  the  GATT  legislation  that  the  chairman  referred  to 
in  his  opening  remarks.  That  did  extend  the  market  exclusivity  pe- 
riod for  a  number  of  products.  The  first  one  to  go  off  patent  that 
would  have  gone  off  patent  that  got  this  extension  is  the  product 
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Captopril.  That  is  a  $500  million  product  sold  by  Bristol-Myers 
Squibb.  It  got  a  6-month  extension,  and  on  the  day  that  the  exten- 
sion ran  and  the  generics  hit  the  market,  the  wholesale  price 
dropped  90  percent.  Therefore,  that  6-month  extension  resulted  in 
a  direct  transfer  from  American  consumers  to  the  Bristol-Myers 
Squibb  Co.  of  $225  million. 

If,  in  fact,  there  was  a  widespread  extension  of  patent  life  that 
covers  the  $15  billion  in  annual  sales  Mr.  Klein  mentioned,  that 
could  result  in  a  $10  to  $12  billion  tax  on  American  consumers 
going  directly  into  the  coffers  of  the  brand  industry.  I  don't  believe 
that  is  an  appropriate  legislative  action. 

I  would  say,  since  I  mentioned  the  GATT,  for  example,  that  I  did 
read  with  interest  the  testimony  presented  last  week,  and  while  we 
were  not  here,  I  was  intrigued  by  the  chairman's  comment  that 
perhaps  we  should  seek  a  compromise  on  that  issue.  I  can  speak 
only  for  our  company.  That  is  something  we  would  entertain.  I 
think  it  could  well  serve  the  interests  of  all  concerned,  but  on  the 
basic,  fundamental  points  of  the  Hatch-Waxman  Act,  there  is  no 
need  in  changing  the  legislation. 

I  think  that  if  you  bear  in  mind — as  the  testimony  proceeds 
today  and  you  see  all  the  charts  that  are  arrayed  on  the  other  side, 
bear  in  mind  the  three  critical  points,  record  sales,  record  profits, 
and  record  R&D  expenditures.  With  those  three  facts  in  mind,  I 
think  you  will  reach  the  commonsense  answer  that  there  is  no  need 
to  change  this  legislation. 

I  am  reminded  that  I  did  submit  a  written  statement  that  pro- 
vides some  of  the  details  that  I  wasn't  able  to  cover  in  my  oral  re- 
marks, and  I  would  invite  the  committee  to  read  it  and  ask  any 
questions  they  may  have. 

The  Chairman.  Well,  thank  you,  Mr.  Downey.  We  will  put  all 
written  statements  in  as  though  fully  delivered.  We  appreciate 
your  remarks. 

[The  prepared  statement  of  Mr.  Downey  follows:] 

Prepared  Statement  of  Bruce  L.  Downey 

Mr.  Chairman,  members  of  the  Committee,  thank  you  for  the  opportunity  to  tes- 
tify. My  name  is  Bruce  L.  Downey,  and  I  am  the  Chairman,  President  and  CEO  of 
Barr  Laboratories,  Inc.  For  25  years,  Barr  Laboratories  has  been  a  leading  provider 
of  affordable,  high  quality  generic  medicines.  With  facilities  in  Pomona,  New  York, 
Northvale,  New  Jersey,  and  L3Tichburg,  Virginia,  we  manufacture  and  distribute  a 
wide  range  of  products  for  the  treatment  of  diseases  including  cancer,  infections, 
and  depression.  We  have  a  first-hand  appreciation  of  the  benefits  of  the  Hatch-Wax- 
man Act  and  what  it  has  meant  to  our  400  employees  and  to  American  consumers. 
At  a  time  when  most  Americans  find  so  much  wrong  with  Congress  and  the  federal 
government,  this  statute  is  a  vivid  example  of  what  is  right. 

In  1984,  when  Congress  passed  the  Hatch-Waxman  Act,  the  regulation  of  the 
pharmaceutical  industry  and  the  industry  itself  were  significantly  from  what  they 
are  today.  At  that  time,  no  one  seemed  happy.  Brand  name  companies  were  com- 
plaining of  lost  market  life  due  to  unnecessary  regulatory  delays  at  the  Food  and 
Drug  Administration  (FDA).  The  generic  industry  was  struggling  with  a  cum- 
bersome and  at  times,  impossible  approval  process,  one  that  often  was  highly  de- 
pendent on  the  brand  owner's  willingness  to  allow  a  generic  company  access  to  its 
clinical  data.  And,  consumers  often  had  no  option  other  than  to  pay  the  high  price 
of  the  innovator's  brand. 

In  the  twelve  years  since  the  Act  passed,  much  has  changed  for  the  better.  Mr. 
Chairman,  the  balancing  of  competing  interests  that  is  the  hallmark  of  your  legisla- 
tion has  benefited  everyone:  real  innovation  is  rewarded  with  market  exclusivity 
and  competition  starts  the  day  that  exclusivity  expires. 
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The  Hatch-Waxman  Act  gives  brand  name  companies  additional  patent  protec- 
tion, ensuring  not  only  profitability  but  also  encouraging  the  development  of  new 
drugs.  According  to  PhRMA,  brand  firms'  research  and  development  outlays  in  1983 
were  $3  billion.  In  1995,  they  reached  almost  $13  billion. 

Profits  have  increased  dramatically  for  these  companies.  For  example,  in  the  five 
years  between  1989  and  1994,  brand  name  drug  store  sales  have  risen  from  $28.17 
billion  to  $47.38  billion.  Brand  company  returns  on  equity  have  averaged  20.9  per- 
cent during  this  same  period,  nearly  double  the  all-industry  average,  and  profit 
margins  were  twice  the  all-industry  average.  In  1992,  brand  companies  had  the 
highest  return  on  sales,  the  highest  return  as  assets,  and  the  highest  return  on 
stockholder  equity  of  any  industrial  group  in  the  Fortune  500. 

At  the  same  time,  today  there  is  a  vibrant  generic  industry,  one  that  Congress 
increasingly  relies  upon  to  ensure  affordable  and  effective  health  care.  It  is  interest- 
ing that  in  the  health  care  debates  over  the  last  two  years,  there  was  almost  no 
recognition  of  the  financial  predicament  that  Congress  would  be  facing  but  for  the 
Chairman's  legislation. 

In  1983,  approximately  15  percent  of  all  prescriptions  were  filled  with  generic 
drugs.  By  1993,  that  percentage  had  increased  to  almost  40  percent.  In  1989,  ge- 
neric drug  sales  to  drug  stores  and  hospitals  were  approximately  $3.2  billion.  By 
1994,  that  figure  had  almost  doubled,  to  $6.3  billion. 

The  success  of  the  Act,  however,  cannot  be  measured  simply  in  economic  terms. 
The  principal  beneficiaries  of  the  Hatch-Waxman  Act  have  been  millions  of  consum- 
ers who  now  have  access  to  effective  and  affordable  products.  Today,  generic  compa- 
nies have  introduced  low  cost  drugs  in  every  major  therapeutic  category.  The  actual 
prices  of  generic  drugs  have  been  rising  at  a  level  under  the  rate  of  inflation  and, 
in  many  cases,  have  even  been  decreasing.  For  example,  in  1993,  the  average  price 
of  the  most  frequently  filled  brand  name  prescriptions  increased  4.3  percent.  By  con- 
trast, the  average  price  increase  for  the  most  frequently  filled  generic  prescriptions 
rose  only  1.3  percent,  less  than  half  the  rate  of  inflation. 

The  generic  industry  itself  has  not  remained  static  the  last  ten  years.  It  has  been 
observed  that  the  best  indicator  of  corporat-e  sentiment  is  how  a  company  invests 
its  own  money.  If  this  is  true,  then  there  can  be  no  stronger  endorsement  of  the 
generic  industry  envisioned  in  the  Hatch-Waxman  Act  than  the  actions  of  the  brand 
companies  themselves.  Today,  more  and  more  generic  companies  are  actually  closely 
held  and  run  subsidiaries  of  brand  name  companies.  The  list  of  brand  companies 
with  a  significant  generic  presence  include:  American  Home  Products;  Hoechst-Mar- 
ion-Roussel  Pharmaceuticals;  Bayer;  Bristol-Myers  Squibb;  and  Ciba-Geigy. 

There  also  were  serious  problems  at  the  FDA  during  much  of  the  last  decade.  An 
extensive  Congressional  investigation,  which  led  to  the  conviction  of  several  agency 
employees  and  individuals  from  the  industry,  revealed  serious  inequities  in  the  gov- 
ernment's generic  approval  process.  Favoritism,  uneven  regulation  and,  at  times, 
outright  corruption  distorted  the  FDA's  own  procedures  and  ultimately  resulted  in 
the  generic  approval  process  being  virtually  frozen  while  these  problems  were  ad- 
dressed. Consequently,  we  are  only  now  beginning  to  witness  the  real  benefits  of 
the  Hatch-Waxman  Act,  its  impact  on  health  care  costs,  and  its  importance  to  the 
American  consumer. 

Given  these  facts,  it  is  disappointing  to  hear  some  in  Congress  argue  that  the 
Hatch-Waxman  Act  has  not  worked,  that  it  must  be  changed  to  provide  greater  mar- 
ket protections  to  brand  name  companies.  They  argue  that  the  generic  industry  has 
been  too  successful,  that  drug  companies  will  cease  to  develop  new  products  unless 
they  can  be  ensured  of  even  greater  profits  and  market  exclusivity. 

In  addition  to  the  fact  that  these  assertions  are  contradicted  by  PhRMA's  own  evi- 
dence, they  also  appear  to  conflict  directly  with  other  federal  priorities.  Almost 
every  bill  before  Congress  calling  for  some  form  of  health  care  reform  assumes  the 
availability  of  an  increasing  number  of  generic  pharmaceutical  products  that  cost 
significantly  less  than  the  brand  name  alternatives.  Consequently,  the  more  steps 
that  Congress  takes  to  lock  up  the  market  for  brand  companies,  the  less  likely  that 
this  assumption  will  mirror  reality  and  that  the  assumed  cost  savings  will  be  real- 
ized. 

Moreover,  these  assertions  appear  to  conflict  with  the  principal  objective  of  the 
Hatch-Waxman  Act — to  encourage  the  expenditure  of  capital  and  resources  on  inno- 
vation, research,  and  development  instead  of  on  market  protection.  In  some  areas, 
unforeseen  consequences  have  actually  tilted  the  statute's  balance  back  in  the  direc- 
tion of  market  protection,  blocking  the  ability  of  firms  to  introduce  generic  alter- 
natives and  penalizing  consumers. 

For  example,  when  the  Act  was  passed,  it  was  assumed  that  once  the  FDA  rated 
a  generic  product  as  fully  equivalent  to  the  brand  drug,  a  state  agency  could  not 
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undermine  that  finding.  In  fact,  a  few  companies  are  now  trying  to  encourage  states 
to  impose  additional  or  different  requirements  in  state  formularies. 

Similarly,  the  Act  protects  a  patent  for  at  least  four  years,  even  when  a  patent 
is  invalid  or  unenforceable.  Given  the  time  it  takes  to  litigate  a  patent  dispute,  sev- 
eral companies  have  used  this  provision  to  guarantee  themselves  a  monopoly  for  six 
to  eight  years,  even  though  their  patents  are  flawed  and  less  costly  generic  brands 
are  available  in  other  countries. 

The  best  example  of  this  backward  shift  does  not  directly  involve  the  Hatch-Wax- 
man  Act,  however.  Judicial  interpretation  of  the  Uruguay  Round  Agreements  Act — 
that  domestic  patent  law  precludes  approval  of  generic  drug  applications  during  the 
IIRAA  extended  patent  term — has  enabled  a  few  companies  to  keep  the  market 
locked  up  beyond  the  term  envisioned  under  the  Hatch-Waxman  Act.  Consumers 
and  taxpayers  will  have  to  pay  the  cost  of  this  billion  dollar  windfall. 

The  Hatch-Waxman  Act  permits  extensions  to  drug  patents  to  account  for  regu- 
latory delays  caused  by  the  FDA  approval  process.  At  the  time  that  this  provision 
was  considered,  there  was  no  way  of  predicting  the  subsequent  adoption  of  the 
URAA  transition  rules.  Moreover,  there  was  certainly  no  way  of  predicting  that 
FDA  would  misinterpret  these  rules  in  a  way  that  allows  some  companies  to  double 
the  time  of  extension  permitted  under  the  Hatch-Waxman  Act. 

Generic  competition  always  has  a  significant  beneficial  effect  on  consvuners.  For 
example,  the  URAA  extended  the  patent  term  for  Captopril  (brand  name  Capoten) 
by  six  months.  The  drug  is  used  to  treat  hypertension  and  heart  failure.  The  cost 
to  consumers  for  Captopril  reached  $500  million  per  year.  When  the  patent  exten- 
sion ended  and  generic  alternatives  became  available,  the  cost  of  Captopril  dropped 
over  ninety  percent,  from  about  $50  per  bottle  to  $5  per  bottle.  The  potential  sav- 
ings to  consumers  totals  approximately  $450  million  per  year. 

Mr.  Chairman,  the  Hatch-Waxman  Act  is  a  testament  to  the  political  reality  that 
an  equitable  balancing  of  competing  interests  can  benefit  all  interested  parties.  The 
statute  does  not  need  to  be  changed.  It  is  a  success.  Unfortunately,  this  success  has 
been  diminished  by  the  mistaken  judicial  interpretations  of  the  URAA,  a  mistake 
that  Congress  can  correct  without  damaging  the  Act  itself 

On  the  other  hand,  if  this  Committee  believes  that  the  Hatch-Waxman  Act  should 
be  reopened,  then  it  must  consider  and  address  not  only  the  concerns  of  brand  com- 
panies but  also  the  unforeseen  problems  facing  generic  firms,  including  those  men- 
tioned above  and  in  the  testimony  of  other  witnesses. 

As  I  understand  the  arguments  in  favor  of  amending  the  Hatch-Waxman  Act,  the 
primary  concerns  involve  regulatory  delays  at  the  Patent  and  Trademark  Office  and 
FDA,  which  erode  legitimate  expectations  of  market  exclusivity.  If  such  problems 
exist,  they  are  not  caused  by  the  Act.  The  better  approach  is  to  address  these  issues 
directly  through  regulatory  reform  or  legislation  that  reforms  the  agencies  involved. 
In  fact,  the  generic  industry  is  very  supportive  of  such  efforts,  and  I  believe  the  wit- 
nesses today  are  in  substantial  agreement  on  this  point. 

Mr.  Chairman,  thank  you  again  for  this  opportunity  to  testify  and  I  would  be 
happy  to  answer  any  questions  you  or  the  Committee  may  have  for  me. 

The  Chairman.  Mr.  Mossinghoff,  we  will  turn  to  you. 

STATEMENT  OF  GERALD  J.  MOSSINGHOFF 

Mr.  Mossinghoff.  Thank  you,  Mr.  Chairman,  for  inviting  me 
again  to  appear  before  this  distinguished  committee.  I  would  like 
to  discuss  with  you  this  morning  the  findings  of  a  major  new  study 
conducted  by  the  Boston  Consulting  Group,  entitled  "Sustaining  In- 
novation in  U.S.  Pharmaceuticals:  Intellectual  Property  Protection 
and  the  Role  of  Patents."  That  study  forms  the  foundation  for  the 
recommendations  we  will  make  this  morning. 

I  respectfully  request  that  a  copy  of  the  Boston  Consulting  Group 
study  be  placed  in  the  record,  also,  of  these  hearings. 

The  Chairman.  Without  objection. 

Mr.  Mossinghoff.  Thank  you. 

[The  study  referred  to  is  retained  in  committee  files.] 

Mr.  Mossinghoff.  With  me  today  is  Mr.  Eran  Broshy,  of  the 
Boston  Consulting  Group,  who  will  be  available  to  answer  any 
questions  you  may  have  on  the  report  itself. 
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That  study  found  that  pharmaceutical  innovation  is  highly  de- 
pendent upon  effective  patent  protection,  perhaps  more  so  than  any 
other  industry  in  the  world.  Despite  the  best  intentions  of  Congress 
to  balance  two  public  policy  objectives,  innovation  and  cost  control, 
effective  intellectual  property  protection  for  the  U.S.  pharma- 
ceuticals has  deteriorated  significantly  since  passage  of  the  Hatch- 
Waxman  Act. 

Unanticipated  market  changes  have  further  eroded  the  incen- 
tives for  pharmaceutical  innovation.  The  resulting  imbalance  of  the 
two  public  policy  objectives  may  have  serious  implications  for  the 
pharmaceutical  research  pipeline,  and  therefore  we  strongly  urge 
that  legislative  action  to  rebalance  these  objectives  should  be  seri- 
ously considered  by  this  committee. 

Eleven  years  after  the  enactment  of  Hatch- Waxman,  it  is  evident 
that  while  the  second  objective — that  is,  fostering  lower  prices  in 
pharmaceuticals — has  been  accomplished,  the  first  is  in  some  jeop- 
ardy, despite  the  best  intentions  of  the  framers  of  the  legislation. 
Indeed,  the  net  effect  of  Hatch- Waxman  has  been  a  deterioration 
in  intellectual  property  protection  for  pharmaceuticals. 

The  law's  limited  benefits  to  innovator  firms  are  far  more  than 
offset  by  its  more  significant  and  immediate  benefits  to  generic 
manufacturers.  The  act's  benefits  to  innovator  companies  are  lim- 
ited by  the  many  restrictions  placed  on  the  patent  term  restoration 
period  based  on  now,  we  believe,  outdated  perceptions  of  the  drug 
development  process. 

As  a  result  of  these  restrictions,  only  2  or  3  years  of  time  lost 
are  typically  restored  to  innovator  companies,  and  that  is  the  his- 
tory of  the  175-or-so  patents  that  have  been  affected  by  Hatch- 
Waxman.  But  as  that  chart  indicates,  and  it  is  from  the  Boston 
Consulting  Group  study,  before  Hatch- Waxman,  a  typical  innovator 
drug  company  enjoyed  14  to  17  years  of  market  exclusivity — 9 
years  of  effective  patent  life,  plus  a  5-  to  8-year  period  between  pat- 
ent expiration  and  the  marketing  of  a  generic  copy. 

As  a  result  of  Hatch-Waxman,  the  total  period  of  intellectual 
property  protection  has  shrunk  to  11.7  years,  since  generic  drugs 
can  now  enter  the  market  immediately  after  patent  expiration. 
Thus,  the  net  practical  effect  of  Hatch- Waixman  was  to  reduce  the 
intellectual  property  protection  for  innovator  drugs  by  periods  that 
ranged  from  2.3  to  5.3  years. 

You  have  already  seen  the  chart  of  the  growth  of  the  generic  in- 
dustry. That  is  not  in  dispute.  I  think  it  comes,  probably,  from  our 
annual  report.  Generic  pharmaceuticals  today  are  filled — 40  per- 
cent of  all  prescriptions  filled  in  the  United  States  in  1995  were 
filled  with  generic  drugs.  With  respect  to  new  prescriptions,  as  op- 
posed to  refills,  generics  account  for  almost  60  percent  of  the  mar- 
ket, and  from  1995  to  the  year  2000  the  annual  growth  rate  for  ge- 
neric sales  is  expected  to  double  the  rate  for  innovator  products. 

There  have  been  a  number  of  changes  since  the  enactment  of  the 
Waxman-Hatch  law,  Mr.  Chairman,  that  you  have  already  men- 
tioned. Let  me  just  summarize  those  very  quickly. 

In  1984,  it  cost  roughly  $100  million  to  develop  a  new  drug,  as 
you  have  pointed  out.  BCG  estimates  that  today  it  costs  $500  mil- 
lion— a  ratio  of  5  to  1.  In  the  pre-Hatch- Waxman  timeframe,  it  was 
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estimated  that  it  took  8  to  12  years  to  bring  a  new  innovative  drug 
to  market.  Now,  according  to  Tufts  University,  it  takes  15  years. 

In  1984,  managed  care  was,  at  most,  an  emerging  concept. 
Today,  managed  care,  with  its  strong  emphasis  on  cost  cutting,  con- 
trols more  than  half  of  the  purchases  of  prescription  drugs.  By  the 
turn  of  the  century,  drugs  dispensed  under  managed  care  systems 
are  projected  to  account  for  90  percent  of  the  market. 

In  1984,  it  was  concluded — and  this  is  in  the  legislative  history 
of  your  act — that  the  Bolar  exception,  permitting  a  generic  com- 
pany, in  effect,  to  infringe  a  pioneer's  patent  during  its  term,  would 
have  no,  "adverse  economic  impact"  on  the  pioneer's  exclusivity.  We 
now  know  that  this  jump-start  results  in  an  erosion  of  more  than 
60  percent  in  the  pioneer's  market  during  the  first  year  after  pat- 
ent expiration,  and  as  high  as  90  percent  after  2  years. 

Hatch-Waxman,  combined  with  a  far  tougher  marketplace,  have 
dampened  the  incentives  for  R&D  investment  over  the  past  11 
years,  and  there  really  is  danger  that  less  innovation  will  occur  in 
the  future.  I  say  that  for  three  reasons.  The  first  is  that  it  is  true, 
and  the  chart  used  was  a  PhRMA  chart,  that  this  year  our  compa- 
nies will  spend  an  amazing  $15.8  billion  on  research  and  develop- 
ment. That  amount  does  not  keep  up  with  the  5-to-l  ratio  in  the 
cost  of  developing  a  new  drug.  If  you  go  from  the  time  of  what  R&D 
spent  in  1984  to  the  $100  million  that  it  costs,  roughly,  for  a  new 
drug,  versus  the  15.8  that  we  will  spend  this  year,  and  the  $500 
million,  you  are  not  keeping  up  with  the  high  price  of  developing 
new  drugs. 

The  second  point  to  be  made  is  that  for  the  third  straight  year, 
we  have  now  seen  the  rate  of  increase  in  our  investments  in  R&D 
be  in  the  area  of  single-digit.  During  the  1980's,  they  were  some- 
where between  18  and  20  percent  each  year,  the  increase.  Now, 
those  increases  are  less  than  that.  The  increases  are  down  in  the 
single  digits.  There  is  a  problem  and  it  is  an  emerging  problem.  We 
think  we  have  a  responsibility  to  call  this  committee's  attention  to 
the  fact  that  there  is  a  slowdown. 

In  the  Boston  Consulting  Group,  they  cite  the  fact,  based  on  pro- 
prietary information  that  we  don't  have  at  PhRMA,  that  they  actu- 
ally see  over  the  next  3  or  4  years  a  decline  in  the  absolute  amount 
of  research  and  development  done  in  the  industry.  That  would  be 
very  fortunate  because  it  is  coupled  at  a  time  that  the  National  In- 
stitutes of  Health  is  being  cut  back  on  its  research  and  develop- 
ment. So  you  are  combining  two  cutbacks.  On  the  very  basic  side 
of  understanding  human  disease  states,  you  are  seeing  a  cutback 
at  NIH,  and  if  the  BCG  study  is  right,  you  are  going  to  see  a  cut- 
back in  the  research-based  pharmaceutical  industry.  Those  are 
alarming  things  that  I  think  the  committee  should  take  a  very 
careful  look  at. 
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Finally,  profits  were  mentioned,  and  there  are  many,  many 
ways — Dr.  Grabowski  is  an  expert  on  that — of  measuring  profits  as 
accounting  profits  or  economic  profits.  I  would  simply  end  my  state- 
ment by  quoting  from  a  1994  study  of  the  Congressional  Budget  Of- 
fice, which  is  a  very  detailed  study  of  the  industry,  and  they  indi- 
cated that,  "Economists  have  found  that,  properly  measured,  phar- 
maceutical company  profits  are  only  slightly  above  the  average  for 
companies  in  all  other  industries." 

I  would  end  at  that  point,  Mr.  Chairman.  Thank  you. 

The  Chairman.  Thank  you,  Mr.  Mossinghoff. 

[The  prepared  statement  of  Mr.  Mossinghoff  follows:] 
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GERALD  J.  MOSSINGHOrF,  PRESmENT 

PHARMACEUTICAL  RESEARCH  AND  MANUFACTURERS  OF  AMERICA 

BEFORE  THE 

JUDICIARY  COMMITTEE 
UNITED  STATES  SENATE 

MARCH  5, 1996 

Mr.  Chaiiman  and  Members  of  the  CommiRee: 

I  am  Gerald  J.  Mossinghofi^  President  of  the  I%armaceutical  Research  and 
Manufacturers  of  America,  or  PhRMA.  PhRMA  represents  the  coimtry's  leading  research-based 
pharmaceutical  and  biotechnology  conq)anies,  which  discover  and  develop  more  than  90  percent 
of  all  new  medicines.  Thank  you  for  mviting  me  to  testLEy  today  on  a  subject  vital  to  our 
mdustry's  ability  to  sustain  innovation  ~  intellectual  property  protection.  I  would  like  to  discuss 
with  you  the  jQndings  of  a  major  new  study  conducted  by  The  Boston  Consulting  Group,  entitled 
Sustaining  Innovation  in  U.S.  Pharmaceuticals:  Intellectual  Property  Protection  and  the  Role  of 
Patents.  That  study  forms  the  foundation  for  the  recommendations  we  will  make  this  morning. 


Pharmaceutical  Research  and  Manufacturers  of  America 

1 100  Fifteenth  Street.  N.W..      Washington,  DC,  20005      (202)835-3400 
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The  Boston  Consulting  Group  (BCG)  is  a  leading  international  management 
consulting  firm.  Founded  in  1963,  BCG  has  over  1,400  consultants,  working  out  of  36  ofiBces  in 
major  cities  around  the  world.  BCG  has  worked  on  behalf  of  clients  in  every  major  industry  and 
every  major  global  market.  A  majority  of  BCG's  clients  rank  among  the  500  largest  companies  in 
North  America,  Europe,  Asia  and  Australia.  Several  of  BCG's  business  concepts  have  profoundly 
changed  the  way  companies  think  about  competition.  In  addition,  many  of  these  approaches  are 
taught  at  leading  business  schools  and  management  seminars  around  the  globe.  The  industry 
turned  to  BCG  to  provide  a  thorough  and  authoritative  review  of  the  Drug  Price  Con^etition  and 
Patent  Term  Restoration  Act  of  1984  —  the  "Hatch-Waxman  Act"  —  and  its  in^lications  in 
today's  enviroimient. 

I  respectfiJly  request  that  a  copy  of  the  BCG  Study  be  included  in  the  record  of  these 
Hearings.  I  would  like  to  briefly  summarize  its  major  findings.  Wtth  me  today  is  Mr.  Eran  Broshy 
of  the  Boston  Consulting  Group,  who  will  be  available  to  answer  questions  about  the  report. 

The  study  found  that: 

•  Pharmaceutical  innovation  is  highly  dependent  upon  effective  patent  protection. 

•  Despite  the  best  intentions  of  Congress  to  balance  two  pubUc  poUcy  objectives  ~ 
innovation  and  cost  control  ~  effective  intellectual  property  protection  for  U.S. 
phannaceuticals  has  deteriorated  significantly  since  passage  of  the  Hatch-Waxman  Act. 
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•  Unanticipated  marketplace  changes  have  fiirther  eroded  the  incentives  for 
pharmaceutical  innovation. 

•  The  resuhing  imbalance  of  the  two  public  policy  objectives  may  have  serious 
iiiq)Ucations  for  the  phannaceutical  research  pipehne. 

•  Legislative  action  to  rebalance  these  objectives  should  be  seriously  considered. 
I  will  briefly  e^lain  each  of  these  findings. 

Phannaceutical  Innovation  is  Highly  Dependent  on  Patent  Protection 

The  U.S.  Constitution  empowers  Congress  "to  promote  the  progress  of  science  and 
useiiil  arts,  by  securing  for  limited  times  to  authors  and  inventors  the  exclusive  right  to  their 
req)ective  writings  and  discoveries."  Since  1790  —  ^en  Congress  enacted  the  first  patent  law  ~ 
the  principle  of  using  patent  protection  to  encourage  innovation  has  been  a  vital  imderpinning  of 
the  U.S.  economy  and  a  contributing  fictor  to  U.S.  leadership  in  high-technology  areas,  including 
pharmaceuticals.  Between  1975  and  1989,  more  new  world-class  drugs  were  discovered  and 
developed  in  the  U.S.  than  in  any  other  cotmtry. 
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The  nature  of  pharmaceutical  hmovatioii  makes  it  peculiarly  dependent  on  patent 
protection.  Phannaceutical  R&D  is  both  high  cost  and  high  risk.  The  BCG  found  that  the 
average  cost  of  developing  a  new  drag,  in  1990  dollars,  is  estimated  at  $500  million.  And  only 
one  in  eveiy  6,000  confounds  synthesized  ever  reaches  the  market.  In  order  to  keep  up  this 
expensive  and  lisky  research,  the  U.S.  research-based  pharmaceutical  industry  will  spend  $15.8 
billion  this  year  on  R&D,  more  than  five  times  the  percentage  of  sales  devoted  to  R&D  by  all 
U.S.industries,  on  average. 

The  dilemma  is  that  although  pharmaceuticals  are  extremely  expensive  and  difBcuh  to 
develop,  they  can  be  copied  cheaply  and  easily.  W^out  patent  protection,  a  medicine  that  took 
15  years  and  hundreds  of  millions  of  dollars  to  develop  can  be  copied  or  reverse-engineered  m  a 
small  fraction  of  that  time  for  a  small  fraction  of  that  cost. 

Empirical  evidence  demonstrates  the  direct  relationshq)  between  strong  patent 
protection  and  pharmaceutical  innovation.  Let  me  give  four  real-world  examples: 

•     Japan's  1988  Phannaceutical  Patent  Term  Restoration  Act  provided  patent  term 
restoration  of  up  to  five  years,  and  without  the  many  restrictions  and  limitations 
imposed  by  the  1984  U.S.  law.  In  the  four  years  following  the  passage  of  Japan's 
patent  reform,  pharmaceutical  R&D  in  that  country  increased  by  250  biUion  yen, 
from  6.9  percent  of  sales  to  8.7  percent. 
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•  In  the  decade  following  Italy's  strengthening  of  previously  weak  patent  protection, 
pharmaceutical  R&D  mcreased  by  more  than  600  percent. 

•  After  Canada  in^roved  its  patent  laws  m  1987,  pharmaceutical  R&D  grew  steadily 
from  6  percent  of  sales  in  1988  and  to  10.6  percent  by  1993. 

•  Closer  to  home,  a  similar  lesson  may  be  drawn  from  the  Orphan  Drug  Act  of  1983. 
In  the  decade  following  enactment  of  this  law,  wiiich  provided  Umited  market 
exclusivity  in  addition  to  tax  credits,  99  drugs  for  rare  diseases  were  marketed.  By 
con:q)arison,  only  ten  such  drugs  were  brought  to  market  m  the  decade  preceding 
passage  of  the  law. 

Effects  of  The  Drug  Price  Competition  and  Patent  Term  Restoration  Act  of  1984 

The  intent  of  the  1984  Hatch- Waxman  Act  was  to  balance  two  inq)0Ttant  public  policy 
objectives: 

•  To  sustain  innovation,  princq>ally  by  partially  restoring  patent  time  lost  as  a  resuh 
of  the  lengthy  FDA  approval  process,  and 

•  To  create  a  market-based  mechanism  for  cost  control  by  fostering  the  development 
of  a  viable  generic  drug  industry. 
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Today  —  1 1  years  later  —  it  is  evident  that,  while  the  second  objective  has  been 
accomplished,  the  first  is  in  some  jeopardy,  despite  the  best  intentions  of  the  fi'amers  of  the 
legislation.  Indeed,  the  net  effect  of  Hatch- Waxman  has  been  a  deterioration  in  intellectual 
property  protection  for  pharmaceuticals;  the  law's  limited  benefits  to  nmovator  firms  are  more 
than  oSset  by  its  more  significant  and  immediate  benefits  to  generic  manu&cturers.  The  Act's 
benefits  to  nmovator  coiqianies  are  limited  by  the  many  restrictions  placed  on  the  patent  term 
restoration  period,  based  on  now  outdated  perceptions  of  the  drug  development  process.  As  a 
resuh  of  these  restrictions,  only  two  to  three  years  of  time  lost  are  typically  restored  to  nmovator 
companies.  But,  as  this  chart  fi-om  the  BCG  study  illustrates,  before  Hatch- Waxman,  the  typical 
innovator  drug  enjoyed  a  total  of  14-17  years  of  market  exclusivity  —  nine  years  of  effective 
patent  life  phis  a  five-  to  eight-year  period  between  patent  e?q)iration  and  the  marketing  of  a 
generic  copy.  As  a  resuh  of  Hatch- Waxman,  the  total  period  of  mtellectual  property  protection 
has  shrunk  to  11.7  years  ~  smce  generic  drugs  can  now  enter  the  market  immediately  after  patent 
e?q)iration.  Thus,  the  net  practical  effect  of  Hatch- Waxman  was  to  reduce  the  period  of 
intellectual  property  protection  for  innovator  drugs  by  periods  that  range  fi'om  2.3  to  5.3  years. 


EFFECTIVENESS  OF  INTELLECTUAL 
PROPERTY  PROTECTION  FOR  U.S. 
PHARMACEUTICALS 
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In  contrast.  Hatch- Waxman  gave  to  generic  companies  a  valuable  shortcut  to  the 
marketplace  —  allowing  them  to  rely  on  the  proprietary  safety  and  effectiveness  data  from  the 
innovator  conq>any's  extensive  clinical  trials  to  support  the  "abbreviated"  new  drug  application. 
In  addition,  the  1984  law  enacted  the  so-called  "Bolar"  exemption  from  patent  infringement  rules 
allowing  generic  conq)anies  to  '  junq)  start"  their  trip  to  the  market  by  coiiq>leting  all  bio- 
equivalence  testing  prior  to  patent  expiration.  This  effectively  allows  the  generic  product  to  go  on 
the  market  virtually  on  the  day  of  patent  expiration.  This  special  treatment  is  the  only  such 
infringement  exemption  in  U.S.  patent  law.  In  all  industries  not  regulated  by  FDA,  a  manufacturer 
has  to  wait  until  the  patent  e?q)ires  to  begm  preparations  to  make  a  generic  product.  As  a  resuh 
of  Hatch- Waxman,  the  cost  of  bringing  a  generic  drug  to  market  was  reduced  from  tens  to 
hundreds  of  millions  of  dollars  to  under  one  miUion  dollars  ~  or  less  than  1/SOOth  of  the  cost  of 
developing  a  pioneer  drug. 


The  phenomenal  growth  of  the  generic  drug  industry  tells  a  success  stoiy  beyond 
the  wildest  dreams  of  the  framers  of  the  Hatch- Waxman  Act.  More  than  40  percent  of  all 
prescriptions  filled  in  the  U.S.m  199S  were  filled  with  generic  drugs,  ^th  respect  to  new 
prescriptions  ~  as  opposed  to  refills  ~  generics  account  for  almost  60  percent  of  the  market.  And 
from  1995  to  2000,  the  annual  growth  rate  for  generic  sales  is  expected  to  be  double  the  rate  for 
innovator  products. 


GENERICS'  SHARE  OF  U.S. 
PRESCRIPTION  DRUG  MARKET, 
1984-1995 
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Mr.  Chainnan,  I  know  you  count  among  your  many  accomplishments  the 
&therhood  of  the  generic  drug  industry.  You  are  to  be  congratulated  on  the  growth  of  a  very 
robust  ofispring. 

Imbalances  Resulting  from  Changes  in  Industry  Environment 

If  you  visualize  the  public  policy  objectives  of  pharmaceutical  innovation  and  the 
eventual  availability  of  less  costly  generic  drugs  as  two  coimtervailing  weights  on  opposite  sides 
of  a  carefiilly  balanced  see-saw,  it  is  now  evident  that  Hatch-Waxman  tqiped  the  balance  in  favor 
of  generic  drugs.  The  balance  has  been  fiuther  upset  by  marketplace  changes  that  no  one  could 
have  unforeseen  in  1984. 

•  In  1984,  it  cost  roughly  SI 00  million  to  develop  a  new  drug.  BCG  estimates  that 
today  it  costs  $500  million. 

•  In  the  pre-Hatch-Waxman  time  frame,  it  was  estimated  that  it  took  eight  to  twelve 
years  to  bring  a  new  drug  to  market.  Now,  according  to  a  Tufts  University  study, 
it  takes  nearly  IS  years. 

•  In  1984,  "managed  care"  was  at  most  an  emerging  concept.  Today,  managed  care 
—  with  its  strong  enqihasis  on  cost-cutiing  —  controls  more  than  half  of  the 
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purchases  of  presciiption  drugs.  By  the  turn  of  the  century,  drugs  dispensed  under 
managed-care  systems  are  projected  to  account  for  90  percent  of  the  market. 
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•     In  1984  it  was  conchided  that  the  Bolar  exemption  —  permitting  a  generic 

company,  in  effect,  to  infiinge  a  pioneer's  patent  during  its  term  —  would  have  no 
"adverse  economic  intact"  on  the  pioneer's  exclusivity.  We  now  know  that  this 
'jump  start"  resuhs  in  an  erosion  of  more  than  60  percent  in  the  pioneer's  market 
during  the  first  year  after  patent  e;q)iration. 

Implications  for  Pharmaceutical  Innovation 


One  thing  remains  unchanged  between  then  and  now:  the  critical  need  of  patients 
for  cures  that  can  only  be  developed  through  high-risk,  high-cost  pharmaceutical  research. 
Cancer,  AIDS,  Alzheimer's  and  other  diseases  continue  to  take  an  unacceptable  human  and 
economic  tolL  Sustained  innovation  is  really  our  only  hope  for  reducing  this  toU  But  because 
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Hatch-Waxman,  combined  with  a  &t  tougher  marketplace,  have  dampened  the  incentives  for 
R&D  investment  significantly  over  the  past  11  years,  there  is  a  danger  that  less  innovation  will 
occur  in  the  future.  The  long  lead  time  between  R&D  investment  and  the  mtroduction  of  new 
drugs  means  that  the  effect  of  weak  incentives  today  will  be  reflected  m  fewer  new  drugs  in  the 
future.  A  recent  survey  of  leading  pharmaceutical  companies  conducted  by  BCG  as  part  of  this 
study  suggests  that  the  share  of  revenue  invested  in  R&D  is  e?q)ected  to  decline  over  the  next  four 
years.  If  this,  in  &ct,  occurs,  the  cutbacks  will  most  likely  be  made  in  high-risk  categories.  Since 
these  are  the  areas  with  the  greatest  potential  for  breakthroughs,  a  slowdown  in  research  may 
deprive  society  of  the  next  generation  of  "miracle"  drugs. 

Legislative  Solutions 

The  BCG  study  makes  clear  that  the  deUcate  balance  sought  by  the  fi-amers  of  Hatch- 
Waxman  has  been  upset.  In  PhRMA's  view,  a  thorough  review  and  basic  restructuring  of  the 
1984  law  are  needed  so  that  the  wiiolly  arbitrary  Umits  on  the  length  of  patent  extensions  are 
removed  and  the  mnovator  is  eUgible  for  a  day-for-day  restoration  of  time  lost  during  the  FDA- 
required  development  process.  The  1984  law  allows  up  to  a  maximum  of  five  years  of  patent 
term  extension  with  credit  given  for  the  fiill  time  during  which  the  new  drug  application  is  under 
review  by  FDA  and  one-half  credit  given  for  the  time  during  v/bich  the  pharmaceutical  is  in 
clinical  trials.  Similarly,  an  overall  Umitation  of  14  years  of  effective  patent  Hfe  is  arbitrarily 
in:q>osed.  There  is  no  scientific  or  statistical  basis  for  these  limits.  The  effect  of  the  limitations  has 
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been  a  marked  reduction  in  the  length  of  patent  term  restoration.  According  to  the  BCG,  patent 
extensions  under  Hatch- Waxman  have  been  eflFectively  limited  to  two  to  three  years. 

Only  one  half  of  the  time  period  during  wliich  a  medicine  is  in  clinical  trials  can  be 
credited  toward  the  theoretical  five-year  extension.  Increasingly  lengthy  clinical  trials  are  needed 
today,  due  to  the  increasing  complexity  of  many  therapies  and  to  escalating  regulatory 
requirements.  There  is  no  justification  for  excluding  one-half  of  the  clinical  research  phase  fi-om 
the  calculation  of  the  length  of  patent  term  restoration.. 

In  addition,  the  three-  and  five-year  exclusivity  provisions  in  Title  I  of  the  Act, 
which  are  intended  to  give  non-patent  exchidvity  to  innovator  companies  as  an  incentive  to 
undertake  costly  research,  should  be  improved. 

Fmally,  the  1984  law  was  crafted  to  be  condstent  with  a  patent  clock  that  started 
ticking  only  on  the  day  of  issuance.  Any  portion  of  the  regulatory  review  period  that  occurred 
before  patent  issuance  would  not  be  used  in  calculating  the  length  of  extension.  This  made  sense 
under  a  17-years-fi'om-date-of-issuance  system.  If  a  patent  was  late  to  issue  and  most  of  the 
regulatory  review  period  occurred  prior  to  the  date  of  the  patent  grant,  the  innovator  would  be 
eUgjble  for  little,  if  any,  patent  term  restoration.  However,  under  a  20-years-from-filing  system, 
the  innovator  will  be  severely  disadvantaged  if  pre-issuance  regulatory  review  times  remain 
ineligible  for  calculation  in  patent  term  restoration.  Therefore,  the  law  should  be  amended 
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immediately  so  that  all  regulatory  review  activities  that  occur  after  the  patent  application  is  filed 
are  considered  in  determining  the  period  of  extension. 

Conclusion 

Since  the  early  1900s,  pharmaceutical  innovation  has  continually  improved  the  state  of 
public  health  and  the  quality  of  life.  It  has  largely  eradicated  such  diseases  of  the  past  as  polio, 
diphtheria,  sma%ox,  measles  and  tuberculosis,  and  it  is  our  best  hope  for  curing  the  scourges  that 
remam:  AIDS,  Alzheimer's,  cancer,  heart  disease,  stroke,  arthritis..  At  the  dawn  of  the  21st 
Century,  new  scientific  knowledge  of  the  human  genome  holds  out  the  promise  of  cures  for  these 
and  other  diseases.  To  ensure  that  society  will  reap  the  benefits  of  this  scientific  progress,  we 
must  ensure  that  the  incentives  for  pharmaceutical  innovation  —  including  strong  mtellectual 
property  protection  —  are  sustained. 

This  concludes  my  statement.  I  would  be  pleased  to  respond  to  any  questions  you  or 
the  Committee  may  have. 
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The  Chairman.  Mr.  Beier. 

STATEMENT  OF  DAVID  BEIER 

Mr.  Beier.  Thank  you,  Mr.  Chairman,  for  the  opportunity  to  tes- 
tify today.  I  would  Uke  to  thank  Senator  Biden,  also,  for  his  co- 
operation in  extending  an  invitation  to  testify. 

I  am  here  on  behalf  of  the  Biotechnology  Industry  Organization. 
It  is  an  organization  consisting  of  500  biotechnology  companies 
across  the  United  States.  I  also  am  here,  in  part,  as  a  result  of  the 
fact  that  I  served  as  counsel  to  the  House  Judiciary  Committee  in 
1984  and  was  actively  involved  in  assisting  members  in  writing 
this  legislation. 

In  thinking  about  the  problems  with  Hatch-Waxman,  I  think 
there  are  three  words  to  keep  in  mind — fairness,  equality,  and  in- 
novation— and  if  you  use  those  words  to  measure  whether  the  law 
is  working,  I  think  you  will  reach  the  conclusion  that  there  are 
some  modest  problems  that  deserve  a  modest  legislative  response. 

In  the  12  years  since  your  law  was  enacted,  Mr.  Chairman,  there 
are  three  fundamental  things  that  have  changed.  First  and  fore- 
most is  that  in  1995,  Congress  changed  the  point  of  measurement 
for  patent  terms;  that  is,  the  point  was,  up  until  1995,  measured 
from  final  decision  by  the  Patent  Office.  Now,  it  is  measured  from 
the  time  of  filing.  Because  the  innovative  industry  tends  to  file  rel- 
atively soon  after  discovery,  if  you  assume  that  change,  almost  of 
necessity  you  need  to  change  the  patent  restoration  to  compensate 
for  regulatory  delays. 

There  are  two  kinds  of  regulatory  delays,  Mr.  Chairman.  There 
is  the  kind  that  is  contemplated  in  your  legislation,  S.  1540,  which 
is  the  delay  in  the  Patent  Office.  Contrary  to  the  factual  represen- 
tations of  the  two  first  witnesses,  the  patent  term  of  biotechnology 
inventors  will  be  lower  as  a  result  of  the  GATT  legislation.  An  im- 
pressive study  by  Professor  Lemley  at  the  University  of  Texas 
shows  that,  on  average,  biotechnology  patents  will  get  less  protec- 
tion than  17  years  as  a  result  of  the  GATT  legislation. 

The  second  kind  of  regulatory  delay  is  as  a  result  of  increased 
complexity  of  clinical  trial  development  caused  by  the  FDA.  Not  all 
of  that  is  their  fault.  As  Mr.  Mossinghoff  pointed  out,  the  cost  of 
developing  a  new  pharmaceutical  product  is  now  $500  million,  as 
opposed  to  $100  million  12  years  ago.  Our  own  internal  estimates 
and  estimates  of  a  leading  consultant,  Patricia  Evans,  indicate  that 
the  number  may  actually  be  $800  million  for  developing  a  new 
pharmaceutical  or  biotechnology  product. 

The  second  change,  in  addition  to  the  cost,  is  the  regulatory  com- 
plexity at  the  FDA.  Testimony  on  FDA  reform  in  the  House  last 
week  showed  that  every  10  years,  the  number  of  trials,  the  number 
of  patients,  and  the  number  of  procedures  per  patient  has  doubled. 
What  that  has  ended  up  with  is  a  longer  and  longer  period  of  time 
between  discovery  and  approval.  Notwithstanding  diligent  efforts 
by  the  FDA  to  approve  the  time  from  submission  to  approval,  the 
total  period  of  potential  patent  life  is,  of  necessity,  going  to  erode 
over  time. 

The  third  major  change  is  a  change  in  the  international  market- 
place. The  United  States  in  the  GATT  round  took  the  lead  in  con- 
vincing Brazil,  India,  Thailand,  and  Korea  to  treat  all  inventions 
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the  same,  to  not  discriminate  against  pharmaceutical  products  or 
chemical  products.  The  net  effect  of  not  changing  Hatch-Waxman 
is  to  discriminate  against  pharmaceutical  products  by  giving  them 
a  different  patent  term  from  all  other  inventions. 

But  even  within  that  discrimination,  there  is  discrimination  on 
the  type  of  research  that  is  being  done.  If  a  company  takes  on  very 
difficult  research  and  goes  through  a  more  elaborate  FDA  process — 
more  clinical  trials  because  it  is  a  chronic  disease  or  the  biology  is 
different — it  will  erode  their  patent  term,  as  opposed  to  a  company 
who  goes  through  a  less  elaborate  process.  That  kind  of  discrimina- 
tion does  not  make  sense  if  you  are  trying  to  do  what  we  have  en- 
couraged the  rest  of  the  world  to  do,  which  is  to  not  discriminate 
on  the  basis  of  what  kind  of  invention  you  have. 

If  this  committee  and  the  Congress  were  to  conclude  that  the  law 
should  change,  what  benefits  would  flow  from  that?  The  first  one 
is  that  there  would  be  an  end  to  the  discrimination  that  I  talked 
about.  The  second  is  there  would  be  an  end  to  the  caprice  that  pat- 
ent term  is  determined  solely  by  the  period  of  time  it  takes  you  to 
go  through  the  FDA.  Third,  companies  would  be  encouraged  to  do 
more  risky  research. 

Under  the  current  rules  of  the  Hatch-Waxman  Act,  companies  re- 
ceive only  one-half  restoration  for  the  period  of  time  they  spend  in 
human  clinical  trials.  What  that  means  is  that  the  more  time  you 
spend  in  clinical  trials,  the  less  patent  term  you  have.  That  seems 
to  be  the  opposite  of  the  public  health  goals  of  encouraging  people 
to  do  more  and  more  research  to  make  the  products  more  safe  and 
more  effective. 

Will  drug  prices  increase  if  the  law  is  changed?  I  think  the  evi- 
dence that  the  committee  found  in  1984  in  their  committee  reports 
indicated  that  by  restoring  patent  term,  the  hope  was  that  longer 
terms  would  lead  to  more  stable  prices;  that  is,  some  companies 
would  have  a  longer  period  to  recoup  their  investment  and  would 
not  need  to  have  very  high  prices  for  a  short  period  of  time. 

Second,  and  most  notably,  because  patents  are  not  monopolies — 
rather,  they  are  the  right  to  exclude  other  people  from  copying  your 
invention — a  reward  for  the  innovation  engaged  in  by  biotechnology 
or  pharmaceutical  firms  adds  to  the  storehouse  of  knowledge  and 
thereby  benefits  consumers  by  producing  new  products. 

The  biotechnology  industry  that  I  represent  has  1,200  companies. 
Of  those  1,200  companies,  5  of  them  have  profits — 5  out  of  1,200. 
The  research  and  development  effort  of  the  biotechnology  industry 
is  phenomenal.  The  R&D  effort  per  employee  for  the  five  leading 
firms  exceeds  $100,000  per  employee.  The  national  average  is 
about  $6  or  $7,000.  The  R&D  effort  for  biotechnology  companies  ap- 
proximates 60  percent  of  revenues,  not  profits,  far  in  excess  of  any 
industry  anywhere  in  the  world,  and  the  kinds  of  products  we  are 
producing  are  for  serious  unmet  medical  needs. 

The  biotechnology  industry  offers  the  greatest  hope  for  human 
health  improvements.  As  your  colleague,  Senator  Moynihan,  put  it 
in  a  speech  about  a  year  ago,  the  20th  century  was  the  age  of  the 
automobile;  the  21st  century  is  going  to  be  the  age  of  biology.  I  am 
proud  to  represent  the  biotechnology  industry  and  I  hope  when  you 
review  the  legislation,  you  carefully  evaluate  the  three  words,  fair- 
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ness,  equality,  and  innovation,  and  as  a  result  reach  the  conclusion 
that  some  modest  changes  in  the  legislation  are  warranted. 

Thank  you. 

[The  prepared  statement  of  Mr.  Beier  follows:] 

Prepared  Statement  of  David  Beier 

SUMMARY 

BIO  supports  amendments  to  the  Hatch-Waxman  Patent  Term  Restoration  Act  to 
ensure  that  patent  term  for  biotechnology  inventions  is  not  lost  due  to  delays  in  the 
review  of  a  biotechnology  invention.  The  Hatch-Waxman  Act  provides  only  partial 
compensation  for  delays  in  approval  of  a  drug  by  the  Food  and  Drug  Administration. 
BIO  is  working  to  speed  the  drug  development  and  FDA  approval  process,  but  it 
is  also  necessary  to  ensure  that  patent  term  is  not  lost  due  to  the  delays  which  will 
occur.  The  loss  of  patent  term  will  lead  inevitably  to  a  decreased  return  on  invest- 
ment in  biotechnology  research  and,  therefore,  a  reduction  in  the  capital  which  in- 
vestors will  make  available  to  fund  this  research. 

Amendments  to  the  Hatch-Waixman  Patent  Term  Restoration  Act  should  be 
paired  with  the  amendments  to  the  new  GATT  20-year  patent  term.  When  a  com- 
pany has  been  granted  a  patent  by  the  PTO,  it  cannot  begin  to  market  the  product 
until  it  is  approved  for  sale  by  another  agency,  principally  the  FDA,  and  the  patent 
term  will  be  exhausted  during  this  approval  process.  The  Patent  Term  Restoration 
Act  provides  partial  compensation  for  delays  which  erode  patent  term,  but,  like  the 
safeguards  written  into  the  GATT  implementing  legislation,  these  safeguards  do  not 
provide  complete  protection  and  patent  terms  will  be  eroded.  In  both  cases  the  in- 
ventor should  not  be  penalized  for  delays — at  the  PTO  or  at  the  FDA — over  which 
he  has  no  control. 

This  testimony  outlines  eight  specific  amendments  to  the  Hatch-Waxman  Act 
which  will  provide  full  patent  term  for  biotechnology  companies  and  other  inventors. 
These  amendments  reflect  changes  in  basic  research  and  drug  development  over  the 
last  decade. 

There  may  be  no  industry  which  is  more  sensitive  to  the  length  of  the  period  of 
exclusivity  than  the  biotechnology  industry.  Any  law  which  undermines  the  ability 
of  biotechnology  companies  to  secure  periods  of  exclusivity  with  a  full  term  under- 
mines fianding  for  research  on  deadly,  disabling  and  costly  diseases.  Capital  will  not 
be  invested  in  biotechnology  companies  if  they  are  not  able  to  secure  intellectual 
property  protection  to  ensure  that  they  have  a  full  term  for  a  patent  in  which  to 
recoup  the  substantial  investments  they  must  make  in  developing  a  product  for 
market.  This  is  why  BIO  has  been  so  active  in  seeking  a  fair  resolution  of  the  patent 
term  controversy  and  now  to  amendments  to  the  Hatch-Waxman  Act. 

OUTLINE  OF  AMENDMENTS  PROPOSED  BY  BIO 

In  this  testimony,  BIO  proposes  amendments  to  the  Hatch-Waxman  Patent  Term 
Restoration  Act.  These  amendments  would  ensure  that  the  patent  term  for  bio- 
technology inventions  is  not  eroded  due  to  delays  for  which  the  government,  not  the 
patent  applicant  or  holder,  is  responsible.  Following  is  an  outline  of  these  amend- 
ments: 

Amendments  to  the  Hatch-Waxman  Patent  Term  Restoration  Act 

1.  Delays  Included  in  Extensions:  The  restoration  period  should  include  the  entire 
period  of  regulatory  delay,  with  no  deduction  for  the  regvilatory  delay  occurring  be- 
fore the  formal  application  for  regulatory  approval  to  market. 

2.  Patent  Term  Extension  Limits:  The  current  limitation  on  patent  extensions  of 
two  years  or  five  years  for  regulatory  delays  should  be  repealed. 

3.  Total  Limit  on  Extensions:  The  current  provision  on  patent  extensions  limiting 
the  extended  patent  term  to  14  years  from  the  date  of  regulatory  approval  should 
be  repealed. 

4.  Starting  Regulatory  Clock:  The  regulatory  review  period  should  include  any 
regulatory  review  time  during  the  pendency  of  the  application  for  the  patent  ex- 
tended, not  just  the  time  after  the  patent  was  issued. 

5.  Other  Regulated  Industries:  Patent  restoration  should  be  broadly  available  for 
all  regulated  industries  that  are  subject  to  substantial  marketing  delays  attrib- 
utable to  regulatory  review. 

6.  Separate  Extensions:  A  single  patent  should  be  capable  of  being  separately  ex- 
tended for  each  distinct  entity  claimed  in  the  patent  that  requires  a  separate  regu- 
latory review. 
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7.  Interim  Extensions:  Interim  extension  opport;unities  should  be  expanded  and 
the  process  simplified  where  a  patent  could  expire  before  approval  of  the  regulated 
product. 

8.  Data  Exclusivity:  The  U.S.  data  exclusivity  law  should  be  harmonized  with  the 
rest  of  the  world's  standard. 

These  eight  amendments  to  the  GATT  20-year  patent  term  and  the  Hatch-Wax- 
man  Patent  Term  Restoration  Act  will  ensure  that  patent  term  for  biotechnology  in- 
ventions is  not  lost  due  to  delays  for  which  the  government,  not  the  patent  applicant 
or  holder,  is  responsible. 


Good  morning.  My  name  is  David  Beier  and  I  am  Vice  President  of  Government 
Affairs  for  Genentech,  Inc.,  a  biotechnology  company  based  in  California.  I  am  ap- 
pearing today  representing  the  Biotechnology  Industry  Organization  (BIO). 
Genentech,  along  with  the  other  biotechnology  companies  represented  by  BIO,  de- 
velop innovative  products  to  treat  chronic  and  deadly  human  diseases;  development 
which  would  not  occur  without  effective  patent  protection  for  our  inventions. 

Starting  with  the  bottom  line 

As  all  entrepreneurs  must  do,  let  me  start  with  the  bottom  line.  When  bio- 
technology companies  lose  patent  term  due  to  limitations  in  the  Hatch- Waxman  Act 
or  under  the  new  GATT  20-year  patent  term,  funding  for  life-saving  and  life-enhanc- 
ing research  will  diminish.  In  short,  there  are  direct  and  inexorable  relationships 
between  patent  term  and  research  funding.  There  is  no  industry  which  is  more  cap- 
ital and  research  intensive  and  dependent  on  patent  protection  to  convince  investors 
to  fund  our  industry's  research.  This  is  why  BIO  supports  amendments  to  the 
Hatch-Waxman  Act  and  the  GATT  20-year  patent  term  to  ensiu-e  that  patent  term 
is  not  lost  due  to  delays  at  government  agencies,  principally  the  Food  and  Drug  Ad- 
ministration and  Patent  and  Trademark  Office.  Our  position  is  simple:  our  industry 
and  our  vital  research  should  not  suffer  due  to  government-caused  delays  which 
erode  patent  term.  Our  industry  will  do  all  that  we  can  to  develop  our  research  into 
products  which  can  save  and  enhance  the  lives  of  human  beings,  and  we  have  pro- 
posed constructive  suggestions  on  how  the  FDA  and  PTO  processes  can  be  made 
more  efficient,  but  there  will  always  be  delays.  The  issue  is  whether  biotechnology 
inventors  will  receive  a  full  patent  term  undiluted  by  government-caused  delays  and 
whether  we  will,  therefore,  maintain  incentives  and  funding  to  conduct  our  research. 

Today  I  will  only  discuss  BIO's  proposals  to  amend  the  Hatch-Waxman  Act.  BIO 
looks  forward  to  an  opportunity  at  another  hearing  to  discuss  its  proposals  to  amend 
the  GATT  20-year  patent  term.  Let  me  say  here  that  the  Hatch-Waxman  Act  only 
"restores"  patent  term  lost  due  to  FDA  delays;  if  the  patent  term  granted  by  the 
PTO  is  limited  due  to  the  operation  of  the  new  GATT  20-year  patent  term,  the 
Hatch-Waxman  Act  cannot  restore  what  has  been  lost.  So,  it  is  vital  for  the  Commit- 
tee and  the  Congress  to  address  both  issues;  they  are  inextricably  intertwined. 

BIO 

I  very  much  appreciate  the  opportunity  to  testify  today  on  behalf  of  the  Bio- 
technology Industry  Organization  (BIO).  BIO  represents  over  580  companies,  aca- 
demic institutions,  state  biotechnology  centers  and  related  organizations  in  47  states 
and  more  than  20  nations,  engaged  in  the  development  of  products  and  services  in 
the  areas  of  agriculture,  biomedicine,  diagnostics,  food,  energy  and  environmental 
applications.  Genentech  is  a  member  of  BIO. 

I  am  particularly  pleased  to  be  here  to  testify  today  as  I  was  Counsel  to  the  House 
Intellectual  Property  Subcommittee  when  the  Hatch-Waxman  Act  became  law.  I  un- 
derstand why  this  Act  limits  the  restoration  of  patent  term  due  to  FDA  delays — 
limitations  which  were  reasonable  back  in  1984  when  the  Act  became  law — and  why 
it  is  now  time  to  amend  the  Act  to  bring  it  up-to-date  to  reflect  real  and  fundamen- 
tal changes  in  the  drug  development  process.  This  is  a  classic  case  of  a  well-inten- 
tioned law  that  needs  to  be  reviewed  when  the  real  world  changes  around  it. 

Patents  and  capital  formation 

To  understand  our  position  on  amendments  to  the  Hatch-Waxman  Act,  it  is  nec- 
essary only  to  understand  one  important  fact  about  our  industry;  most  biotechnology 
firms  fund  their  research  from  equity  capital,  not  from  product  sales.  Genentech  is 
one  of  the  few  biotechnology  companies  in  America  which  has  sufficient  revenue 
from  product  sales  to  fund  research,  but  this  is  quite  unusual. 

Without  investors  willing  to  risk  their  capital  by  bujdng  the  stock  of  our  compa- 
nies, much  of  our  industry's  vital  research  would  end.  ifUmost  without  exception,  bio- 
technology companies  cannot  borrow  capital.  Our  principal  source  of  capital  to  sup- 
port our  research  is  equity  financing. 
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Intellectual  property  protection  is  critical  to  the  ability  of  the  biotechnology  indus- 
try to  secure  funding  for  research.  Without  adequate  protection  for  biotechnology  in- 
ventions, investors  will  be  reluctant  to  provide  capital  to  fund  research.  There  is 
substantial  risk  and  expense  associated  with  biotechnology  research  and  investors 
need  to  know  that  the  inventions  of  our  companies  cannot  be  pirated  by  our  com- 
petitors. 

A  June  1994  report  by  Dr.  David  H.  Austin  of  Resoiu-ces  for  the  Futvire  ^  docu- 
ments the  vital  economic  importance  of  intellectual  property  protection,  including 
the  value  of  patents  and  their  effect  on  competing  companies  and  the  biotechnology 
industry,  in  particular. 

Intellectual  property  protection  for  biotechnology  inventions  is  particularly  impor- 
tant as  the  amount  of  capital  biotechnology  firms  must  raise  is  so  large.  The  bio- 
technology industry  is  one  of  the  most  research  intensive  industries  in  the  civilian 
manufacturing  sector.  The  average  biotechnology  company  spends  $71,000  per  em- 
ployee on  research,  more  than  nine  times  the  U.S.  corporate  average  of  $7,650.  In 
a  1995  survey  by  Business  Week,  the  top  five  firms  in  the  U.S.  in  terms  of  research 
expenditiires  per  employee  were  biotechnology  companies:  Biogen  ($210,724),  Genet- 
ics Institute  ($114,943),  Genentech  ($112,030),  Immunex  ($102,719),  and  Amgen 
($91,266).  Ernst  &  Young  ^  reports  the  biotechnology  companies  spent  $7.7  billion 
on  research  and  development  in  1995. 

We  must  also  sustain  investor  interest  over  a  very  long  holding  period.  Bringing 
a  biopharmaceutical  to  the  market  today  is  both  a  lengthy  and  expensive  process. 
From  the  initial  testing  of  the  drug  to  final  approval  from  the  Food  and  Drug  Ad- 
ministration can  take  7-12  years,  and  the  average  cost  is  $359  million,  according 
to  the  Office  of  Technology  Assessment  for  drugs  approved  between  1981-1983. 
Today,  that  cost  exceeds  $800  million  per  new  drug.  Both  the  length  and  cost  of  this 
process  are  a  tremendous  impediment  for  small  biotechnology  companies  attempting 
to  bring  a  product  to  market.  "Patient"  capital  is  therefore  critical  to  our  success. 

Today,  because  of  relatively  strong  intellectual  property  protection  and  investor 
confidence,  our  industry  consists  of  more  than  1,300  companies,  of  which  260  are 
publicly  traded.  The  overwhelming  majority  of  companies  in  this  industry  have  500 
or  fewer  employees  and  less  than  five  percent  are  profitable.  The  industry  currently 
employs  over  108,000  people  in  high-skill,  high-wage  jobs,  a  five  percent  increase 
over  1994.  There  are  currently  34  biopharmaceuticals,  therapeutics  and  vaccines  on 
the  market.  Ernst  &  Young  reports  that  there  are  270  in  human  clinical  develop- 
ment, but  there  are  over  2,000  in  early  research  stages.  All  of  this  research  is  predi- 
cated on  the  hope  of  obtaining  strong  intellectual  property  protection.  The  bio- 
technology industry  did  not  exist  twenty  years  ago  and  without  strong  intellectual 
property  protection  it  would  not  exist  today — the  stakes  are  too  high  for  the  invest- 
ment community  to  pour  millions  of  dollars  into  our  companies  without  the  security 
afforded  by  strong  intellectual  property  to  protect  its  investments. 

This  is  a  particularly  critical  time  for  the  industry.  The  biotechnolo^  industry  ex- 
perienced a  net  loss  of  $4.6  billion  in  1995,  and  has  lost  over  $12  billion  in  the  last 
three  years.  A  September  1995  Ernst  &  Young  report  find  that  the  companies  of 
our  industry,  on  average,  have  16  months  of  capital  left^  at  their  current  bum  rates 
(the  rate  at  which  capital  is  being  expended),  a  36  percent  decrease  from  1994.^  Ac- 
cording to  a  March  1994  report  by  Dr.  Robert  Goldberg  of  the  Gordon  Public  Policy 
Center  at  Brandies  University,  75  percent  of  biotechnology  companies  have  2  or 
fewer  years  of  capital  left;.^  Ernst  &  Young  estimates  that  there  are  1,308  compa- 
nies. If  75  percent  have  two  or  fewer  years  of  capital  left  at  their  current  bum  rates, 
a  staggering  981  companies  would  need  to  return  to  the  market  for  more  capital. 

Our  industry  has  seen  an  upturn  in  the  capital  markets.  This  upturn  could  not 
have  come  at  a  more  critical  time — after  two  years  of  a  painful  and  damaging 
drought.  We  will  need  several  more  good  years  in  the  capital  markets  to  make  up 
for  the  drought,  but  we  are  hopeful  that  the  upturn  is  sustainable. 

The  Congress  has  never  had  as  great  an  opportunity  to  take  actions  which  will 
support  our  research  than  it  does  now  when  our  capital  markets  are  finally  recover- 
ing. Adopting  amendments  to  the  Hatch-Waxman  Act  and  GATT  20-year  patent 
term  would  sent  a  powerful  and  positive  message  of  support  at  a  critical  time. 


1  "Estimating  Patent  Value  and  Rivalry  Effects:  An  Event  Study  of  Biotechnology  Patents," 
Dr.  David  H.  Austin,  Fellow  at  Resources  for  the  Future  (RFF)  (Washington,  D.C.),  Discussion 
Paper  94-36  (June  1994). 

2  A  fiscal  year  for  Ernst  &  Young  is  from  July  1  through  June  30.  Therefore,  1995  indicates 
July  1,  1994  through  June  30,  1995. 

3  "Biotech  96:  Piorsuing  Sustainability,"  10th  Anniversary  Edition,  Ernst  and  Young  (Septem- 
ber 1995). 

■*  "Price  Controls  and  the  Future  of  Biotechnology:  The  Results  of  a  Survey,"  Dr.  Robert  Gold- 
berg, Senior  Research  Fellow,  Gordon  Public  Policy  Center,  Brandeis  University  (March  1994). 
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International  competitiveness  and  foreign  competition 

The  United  States  currently  has  the  dominant  biotechnology  industry  when  com- 
pared with  any  other  country  in  the  world.  Precisely  because  the  U.S.  is  preeminent 
in  the  field  of  biotechnology,  it  has  become  a  target  of  other  country's  industrial  poli- 
cies. 

It  is  widely  recognized  that  the  biotechnology  industry  can  make  a  substantial 
contribution  to  U.S.  economic  growth  and  improved  quality  of  life.  For  example: 

The  National  Critical  Technologies  Panel,  established  in  1989  within  the  White 
House  Office  of  Science  and  Technology  Policy  by  an  Act  of  Congress,^  calls  bio- 
technology a  "national  critical  technology"  that  is  "essential  for  the  United  States 
to  develop  to  ftirther  the  long-term  national  security  and  economic  prosperity  of  the 
United  States."^ 

The  private  sector  Council  on  Competitiveness  also  calls  biotechnology  one  of  sev- 
eral "critical  technologies"  that  will  drive  U.S.  productivity,  economic  growth,  and 
competitiveness  over  the  next  ten  years  and  perhaps  over  the  next  century.'' 

The  United  States  Congress'  Office  of  Technology  Assessment  calls  biotechnology 
"a  strategic  industry  with  great  potential  for  heightening  U.S.  international  eco- 
nomic competitiveness."  OTA  also  observed  that  "the  wide-reaching  potential  appli- 
cations of  biotechnology  lie  close  to  the  center  of  many  of  the  world's  major  prob- 
lems— malnutrition,  disease,  energy  availability  andi  cost,  and  pollution.  Bio- 
technology can  change  both  the  way  we  live  and  the  industrial  community  of  the 
21st  century."® 

The  National  Academy  of  Engineering  characterizes  genetic  engineering  as  one  of 
the  ten  outstanding  engineering  achievements  in  the  past  quarter  century.^ 

The  competitiveness  of  the  U.S.  biotechnology  industry  means  that  U.S.  patients 
with  rare,  deadly  and  disabling  diseases  have  hope.  It  means  that  they  can  look  to 
American  biotech  companies  to  develop  the  therapies  and  cures  which  will  ease 
their  suffering. 

One  of  the  great  strengths  of  the  U.S.  biotechnology  industry  is  the  intellectual 
property  protection  afforded  to  biotech  inventions.  The  U.S.  is  widely  acknowledged 
to  have  the  strongest  patent  protection  in  the  world.  It  would  be  foolhardy  for  the 
United  States  to  undermine  one  of  the  pillars  on  which  our  biotechnology  industry 
rests. 

Original  intent  of  Hatch-Waxman  Act 

Hatch- Waxman  Act  was  passed  as  Drug  Price  Competition  and  Patent  Extension 
Actio  and  signed  into  law  in  September  1984.  Upon  the  signing  the  bill  into  law, 
President  Reagan  declared  that  the  act  would  "save  [consumers]  more  than  a  billion 
dollars  over  the  next  ten  years  *  *  *  and  promote  medical  breakthroughs  and  drug 
innovation".  11  This  optimism  and  enthusiasm,  regarding  both  drug  prices  and  inno- 
vation, reflected  the  bill's  design  which  was  to  equally  benefit  both  the  generic  drug 
industry  and  the  research  based  drug  industry. 

The  bill  as  originally  drafted  had  three  parts.  The  first  part  of  the  bill  provided 
generic  drug  companies  the  benefits  of  abbreviated  FDA  applications  (ANDA)  and 
allowed  the  generic  companies  to  complete  FDA  applications  during  the  brand  name 
drug's  patent  term  (which  would  otherwise  be  patent  infringement  (this  is  called  the 
Bolar  amendment)).  The  second  part  of  the  bill  provided  benefits  to  the  research  in- 
tensive companies  by  providing  patent  term  extensions  and  additional  exclusivities 
for  new  drug  application.  The  third  part  of  the  bill  dealt  with  the  designation  of  na- 
tional origin  for  garments  (not  relevant  to  the  testimony  today).  Thus,  the  patent 
extended  at  the  same  time  as  weakened  (for  more  vigorous  competition  after  the 
patent  term  expired). 

The  terms  of  the  patent  term  extensions  are  complex.  These  extensions  only  pro- 
vide an  extension  for  a  fraction  of  the  patent  term  lost  before  the  agency.  The  bill 
provided  no  patent  extension  for  delay  before  the  issuance  of  the  patent.  The  exten- 
sions were  only  available  for  FDA  delay  while  the  patent  was  in  force.  Further,  the 


5  National  Competitiveness  Technology  Transfer  Act,  Pub.  L.  No.  101-189,  103  Stat.  1352  (42 
U.S.C.  §6681  etseq.). 

6  White  House  Office  of  Science  and  Technology  Policy,  Report  of  the  National  Critical  Tech- 
nologies Panel  7  (1991). 

■^  Council  on  Competitiveness,  Gaining  New  Ground:  Technology  Priorities  for  America's  Fu- 
ture 6  (1991). 

^U.S.  Congress,  Office  of  Technology  Assessment,  New  Developments  in  Biotechnology:  U.S. 
Investment  in  Biotechnology-Special  Report  27  (July  1988). 

^  National  Academy  of  Engineering,  Engineering  and  the  Advancement  of  Human  Welfare:  10 
Outstanding  Achievements  1964-1989  2  (1989). 

10  Pub.  L.  No.  98-417,  98  Stat.  1585  (1984). 

"20  Weekly  Comp.  Pres.  Doc.  1359  (Sept.  24,  1984). 
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bill  capped  the  extension  at  two  or  five  years  and  did  not  provide  extensions  so  that 
a  patent  would  have  greater  than  14  years  of  exclusivity. 

In  1984  people  thought  that  the  bill  would  create  winners  but  no  losers.  ^^  This 
perception  reflected  the  status  of  generic  drugs  and  pharmaceutical  research.  At 
that  time  it  was  estimated  that  it  cost  87  million  dollars  to  get  a  drug  to  market." 
It  was  estimated  to  take  12-19  years  to  recoup  investment  with  10  percent  return 
and  8  percent  discount."  Many  structural  features  of  health  care  hmited  the  ability 
of  generics  to  compete  with  brand  name  drug.  ^^  Finally,  it  was  argued  by  the  ge- 
neric drug  industry  proponents  that  companies  doing  pharmaceutical  research 
abused  the  patent  system  to  extend  patent  term.^^ 

Since  1984  dramatic  changes  have  occurred  that  make  the  bargain  set  in  1984 
manifestly  unfair.  As  stated  above  in  our  testimony,  it  now  costs  about  360  million 
to  bring  a  drug  to  market.  This  higher  costs  means  it  takes  longer  to  recoup  the 
research.  Structural  changes  have  occurred  in  healthcare  delivery,  such  as  the  rise 
in  the  prominence  of  HMOs  with  mandatory  generic  drug  substitution,  that  have 
eliminated  many  of  the  structural  barriers  that  limited  the  ability  of  generic  drugs 
to  compete  with  brand  name  drugs.  Finally,  the  passage  of  GATT/TRIPS  i''  has 
eliminated  the  possibility  that  the  patent  system  can  be  manipulated  to  extend  the 
term  patent,  i^ 

To  address  these  inequities  BIO  supports  the  amendment  of  the  Hatch-Waxman 
Act. 
BIO's  eight  proposed  amendments  to  the  Hatch-Waxman  Act 

The  patent  term  for  biotechnology  inventions  were  eroded  by  government  action 
even  when  the  patent  term  granted  by  the  PTO  was  seventeen  years  from  grant. 
Generally,  patents  issued  to  biotechnology  companies  do  not  permit  the  patent  hold- 
er to  immediately  begin  to  market  the  product.  Government  agencies,  such  as  the 
Food  and  Drug  Administration,  the  Environmental  Protection  Agency  and  the  De- 
partment of  Agriculture,  must  also  grant  approval  prior  to  marketing  the  inven- 
tions. The  time  it  takes  for  agency  approval  is  lost  patent  term.  When  one  agency, 
the  PTO,  grants  a  patent,  the  patent  term  begins  to  run  even  if  the  other  agency, 
the  FDA,  will  not  permit  the  product  to  be  marketed. 

The  Hatch-Waxman  Act  addresses  patent  term  erosion  by  granting  partial  com- 
pensation— an  extension  of  patent  term — for  delays  experienced  by  the  company  in 
the  approval  of  a  product  by  the  FDA.  But,  as  the  practice  of  drug  discovery  and 
the  patent  law  have  changed,  the  compensation  that  is  provided  by  Hatch-Waxman 
Act  has  proven  to  be  inadequate. 

The  existing  Hatch-Waxman  Act  has  been  an  important  safeguard  against  the 
loss  of  patent  term,  but  increasingly  it  is  failing  to  consistently  afford  meaningful 
post-marketing  patent  terms.  One  effect  of  the  inequities  and  uncertainties  in  the 
current  patent  term  restoration  law  has  been  the  need  for  consideration  in  the  Con- 
gress over  the  past  decade  of  a  number  of  private  extension  bills. 

In  order  to  provide  commercially  meaningful  and  equitable  patent  terms  in  regu- 
lated industries  and  address  the  issues  raised  by  GATT/TRIPS,  BIO  proposes  that 
the  following  amendments  to  the  Hatch-Waxman  Act  be  enacted: 

1.  The  restoration  period  should  include  the  entire  period  of  regulatory  delay,  with 
no  deduction  for  the  regulatory  delay  occurring  before  the  formal  application  for  reg- 
ulatory approval  to  market.  The  current  law  denies  restoration  for  fully  one-half  of 
all  the  regulatory  delay  attributable  to  the  period  from  the  beginning  of  the  regu- 
latory review  period  (e.g.,  the  initial  application  for  approval  for  testing  in  humans) 
to  the  actual  filing  of  the  application  for  approval  to  market.  The  restoration  for 
only  one-half  of  the  time  in  clinical  trials  is  purely  arbitrary.  It  discriminates  in  the 


i^Wheaton,  Generic  Competition  and  Pharmaceutical  Innovation:  The  Drug  Price  Competition 
and  Patent  Term  Restoration  Act  of  1984,  35  Cath.  U.L.REV.  433  (1986). 

13 The  Patent  Term  Restoration  Act  of  1983:  Hearings  Before  the  Subcommittee  on  Patents, 
Copyrights  and  Trademarks  of  the  Senate  Committee  on  the  Judiciary,  98th  Cong.,  1st.  Session 
83,  86-87  (Statement  of  the  Generic  Pharmaceutical  Industry  Association  (GPLA)). 

14H.  Grabowski  and  J.  Vermon,  A  Sensitivity  Analysis  of  Expected  Profitability  of  Pharma- 
ceutical Research,  3  Managerial  &  Decision  Econ.  36  (1982). 

15  Structural  features  that  decreased  the  use  of  generic  drugs  included:  perceived  inferior  qual- 
ity products,  fear  of  malpractice  on  the  part  of  physicians,  and  doctor's  unfamiliarity  with  the 
price  difference.  Wheaton,  supra,  n.  12. 

i^Engelberg,  Patent  Term  Extensions:  An  Overreaching  Solution  to  a  Nonexistent  Problem, 
Health  Aff.,  Spring  1982,  at  34,  38. 

I'' Pub.  L.  103-465(1994). 

18  The  measuring  of  the  patent  term  from  the  date  of  filing,  instead  of  the  date  of  issuance, 
means  that  all  divisional  applications  will  expire  on  the  same  date.  Similarly,  the  intentional 
delay  of  an  application  before  the  patent  office  will  not  delay  the  date  of  expiration  of  a  patent. 
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pharmaceutical  field  with  a  certain  effect  to  inventors  who  require  substantial  peri- 
ods of  time  in  which  to  determine  a  precise  approval  indication,  develop  a  particu- 
larly unusual  or  innovative  therapy  where  few  models  exist  for  conducting  appro- 
priate clinical  trials,  and  focus  on  a  chronic  (as  opposed  to  acute)  indication  for  use. 
The  better  public  policy  would  afford  such  innovators  a  longer,  not  a  shorter,  period 
of  restoration  for  the  exceptional  nature  of  the  risks  and  difficulties  encountered  in 
the  development  process. 

2.  The  current  limitation  on  patent  extensions  of  five  years  ^^  for  regulatory  delays 
should  be  repealed.  Second,  the  period  of  time  between  discovery  of  a  new  regulated 
entity  and  the  initiation  of  the  patenting  process  is  typically  quite  short.  However, 
the  period  of  time  required  thereafter  to  navigate  the  entire  clinical  trial  and  regu- 
latory approval  period  for  marketing  can  typically  be  very  long,  often  10  years  or 
more.  The  five-year  limitation  on  extensions  is  wholly  inadequate  to  restore  lost  pat- 
ent term  and  establish  parity  in  the  typical  post-approval  patent  term  enjoyed  in 
non-regulated  industries. 

The  cap  is  particularly  unfair  to  the  biotech  industry.  This  industry  concentrates 
on  the  earliest  stages  of  drug  development  on  the  most  innovative  products.  The 
value  of  this  early  development  is  measured  at  a  time  that  is  close  to  the  actual 
sales  of  these  drugs.  By  capping  the  total  compensation,  a  premium  is  placed  on 
products  that  are  less  innovative  and,  therefore,  have  the  least  amount  of  time  lost 
through  Federal  Government  review.  Further,  the  review  periods  are  t)T)ically  long 
and  not  adequately  compensated  by  these  limited  extensions. 

3.  The  current  provision  on  patent  extensions  limiting  the  total  patent  term  to  14 
years  (including  any  extensions)  from  the  date  of  regulatory  approval  should  be  re- 
pealed. Third,  like  the  five-year  limitation  discussed  above,  the  14-year  post-ap- 
proval limitation  has  resulted  in  truncated  patent  extensions  (for  less  than  the  otn- 
erwise  applicable  five-year  limitation).  The  truncation  of  the  patent  extension  has 
the  effect  of  providing  inventors  in  regulated  industries  with  less  effective  post-mar- 
keting patent  term  than  patentees  in  non-regulated  industries.  Normally,  a  patentee 
is  free  to  begin  marketing  a  patented  product  immediately  upon  completion  of  the 
development  of  the  invention.  This  can  be  at  or  near  the  time  or  patent  filing.  Under 
current  law  patentees  in  non-regulated  industries  will  enjoy  up  to  20  years  of  en- 
forceable patent  rights.  Thus,  parity  for  inventors  in  regulated  industries  requires 
that  the  post-approval  (or  post-marketing)  limitation  on  patent  extensions  afford  a 
similar  opportunity  for  up  to  20  years  of  enforceable  rights.  The  existing  provisions 
on  patent  restoration  in  Europe  and  Japan  (enacted  after  the  U.S.  law  covering  pat- 
ent term  restoration),  in  fact,  provide  for  post-approval  limitations  in  excess  of  the 
current  14-year  limitation. 

4.  The  regulatory  review  period  should  include  any  regulatory  review  time  during 
the  pendency  of  the  application  for  the  patent  extended,  not  just  the  time  after  the 
patent  was  issued.^o  Fourth,  under  the  17-year  patent  term  measured  from  grant, 
a  patent  is  eligible  for  restoration  as  soon  as  the  patent  is  granted.  Under  a  20-year 
patent  term  from  filing,  a  patent  should  likewise  be  eligible  for  restoration  as  soon 
as  the  patent  is  filed.  Filing  of  the  patent  application  fixes  the  expiration  date  of 
the  patent  and,  thus,  limits  the  post  approval  patent  term.  The  failure  to  start  the 
restoration  clock  at  filing  was  apparently  an  administrative  oversight  in  the  drafting 
of  the  GATT  legislation  that  must  be  corrected. 

5.  Patent  restoration  should  be  broadly  available  for  all  regulated  industries  that 
are  subject  to  substantial  marketing  delays  attributable  to  regulatory  review.  Fifth, 
the  current  patent  term  restoration  act  is  limited  to  specific  types  of  products  regu- 
lated under  specific  laws.  For  example,  regulated  agricultural  products  (e.g.,  pes- 
ticides, herbicides,  and  fungicides)  are  not  covered,  even  though  safety  and  other 
tests  can  result  in  substantial  delays  in  commercialization  as  a  result  of  regulatory 
review.  While  more  study  is  needed  to  identify  industries  and/or  regulatory  schemes 
that  should  be  included  under  a  reformed  patent  term  restoration  law,  regulated  ag- 
ricultural products  may  present  an  immediate  and  compelling  case  for  inclusion. 

6.  A  single  patent  should  be  capable  of  being  separately  extended  for  each  distinct 
entity  claimed  in  the  patent  that  requires  a  separate  regulatory  review.  Sixth,  if  a 
patent  claims  multiple  and  distinct  products  that  are  separately  developed,  then 

i^The  products  pending  the  transition  in  1984  received  only  a  maximum  of  a  2  year  extension. 

20  The  regulatory  review  period  should  not  be  limited  by  "due  diligence".  Since  1984,  the  Pat- 
ent and  Trademark  Office  reports  that  essentially  no  substantive  challenges  have  been  made 
by  members  of  the  public  under  the  "due  diligence"  provisions.  No  patent  term  extension  has 
been  reduced  even  one  day  for  lack  of  "due  diligence".  Despite  this  fact,  the  Patent  and  Trade- 
mark Office  must  obtain  from  the  applicants  for  extension  sufficiently  detailed  information  on 
regulatory  approval  efforts  to  determine  if  the  required  diligence  is  present.  The  net  effect  of 
the  "due  diligence"  requirement  is  the  creation  of  a  more  complex  procedure  that  is  more  expen- 
sive for  the  applicant  and  the  government. 
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each  product  will  be  associated  with  its  own  regulatory  review  period,  dvuing  which 
the  testing  and  other  pre-marketing  approval  requirements  unique  to  that  product 
will  be  undertaken.  In  such  a  situation,  multiple  extensions  for  the  same  patent 
should  be  afforded  with  each  such  extension  limited  to  the  distinct  entity,  with  the 
term  of  extension  limited  in  each  case  to  the  particular  regulatory  review  period  in 
question,  and  with  the  extension  based  on  the  expiration  of  the  patent  determined 
exclusive  of  any  other  extension  granted  based  on  another  regulatory  review. 

Such  a  reform  would  remove  a  superfluous  technical  limitation  on  the  effective- 
ness of  the  patent  term  restoration  law  that  could  result  in  complete  denial  of  any 
patent  restoration  opportunity  for  a  new  drug  (or  other  entity)  in  the  situation 
where  the  inventor  elected  to  obtain  a  single  patent  on  the  distinct  products,  instead 
of  seeking  multiple  patents,  each  limited  to  a  single  approved  drug.  At  least  one  ex- 
ample has  emerged  of  a  patent  in  which  three  different  NDA-approved  drugs  were 
specifically  claimed.  In  this  case,  only  one  of  the  three  products  would  have  qualified 
for  an  extension. 

7.  Interim  extension  opportunities  should  be  expanded  and  the  process  simplified 
where  a  patent  could  expire  before  approval  of  the  regulated  product.  Seventh,  a 
rare,  but  egregious  limitation  of  the  existing  restoration  law  is  the  very  limited  op- 
portunity for  interim  extension  in  the  situation  where  a  patent  to  be  extended  would 
normally  expire  before  the  regiilatory  approval  to  market.  The  opportunity  to  extend 
the  patent  on  an  interim  basis  for  up  to  five  years  should  be  possible,  following 
which  the  full  patent  restoration  opportunities  should  be  afforded  at  the  time  of  reg- 
ulatory approval.  Thus,  afi;er  one  or  more  interim  extensions,  an  innovator  could 
have  much  of  the  patent  term  restored. 

The  current  situation  does  not  reward  the  patent  holder.  Under  the  current  law 
a  generic  company  could  gear  up  to  produce  a  drug  prior  to  the  approval  of  a  drug 
for  market.  Under  this  situation  the  patent  holder  reward  for  investment  in  this 
product  would  be  practically  non-existent. 

8.  Data  Exclusively.  Eighth  and  finally,  the  United  States  standard  for  data  exclu- 
sivity is  different  than  the  laws  of  our  European  trading  partners.  Under  Hatch- 
Waxman,  a  new  chemical  entity  ("NCE")  approved  by  the  FDA  is  entitled  to  five 
years  of  non-patent  exclusivity.  See  21  U.S.C.  §§355(c)(3)(D)(ii),  355(j)(4)(D){ii).  No 
applicant  seeking  approval  of  an  abbreviated  new  drug  application  ("ANDA")  can 
submit  an  ANDA  before  the  expiration  of  five  years  from  the  date  on  which  an  NCE 
is  approved,  except  that  an  ANDA  may  be  filed  no  earlier  than  four  years  after  ap- 
proval if  the  applicant  certifies  that  a  relevant  patent  is  invalid  or  will  not  be  in- 
fringed. 

In  Europe,  NCEs  generally  are  entitled  to  six  or  ten  years  of  non-patent  exclusiv- 
ity. Although  the  period  can  be  determined  at  the  option  of  the  member  state,  ten 
years  of  data  exclusivity  must  be  granted  for  "high-technology"  products.  This  pro- 
tection is  generally  referred  to  as  "data  exclusivity".  It  is  designed,  among  other 
things,  to  provide  an  incentive  for  research  and  the  development  of  new  products. 

As  a  signatory  of  GATT/TRIPS,  the  U.S.  has  agreed  to  harmonize  its  laws  with 
those  of  its  international  trading  partners.  In  order  to  achieve  this  result,  the  U.S. 
should  increase  data  exclusivity  from  five  to  ten  years. 

BIO  believes  that  these  are  modest  amendments  to  the  Hatch-Waxman  Act  and 
that  they  should  be  adopted.  It  is  particularly  appropriate  that  they  be  adopted  at 
the  same  time  as  amendments  to  the  GATT  patent  term  are  adopted.  Both  sets  of 
amendments  address  the  same  issue — erosion  of  patent  term  due  to  government  ac- 
tion which  is  beyond  the  control  of  the  patent  applicant. 

Failure  to  amend  the  Hatch-Waxman  Act  would  not  only  negatively  affect  the  bio- 
technology community,  but  it  would  significantly  impact  the  medical  community  as 
well:  it  is  the  biotechnology  community  that  takes  the  risks  to  bring  innovative  new 
therapeutics  to  the  medical  community  so  that  physicians  can  improve  the  lives  of 
their  patients.  In  the  absence  of  patent  protection  for  the  discovery  of  methods  of 
treating  diseases,  our  industry  will  be  unable  to  attract  the  equity  capital  necessary 
to  ftind  the  research,  development  and  manufacture  of  our  discoveries. 

To  be  clear,  the  biotechnology  industry  and  I  recognize  that  generic  drug  compa- 
nies have  an  important  role  in  health  care,  but  the  Hatch-Waxman  Act  does  not  con- 
form to  the  original  objectives  of  its  sponsors  and  drafter,  and,  therefore,  it  needs 
to  be  amended  so  that  the  biotech  industry  and  companies  like  Genentech  can  con- 
tinue to  create  the  drugs  for  the  generic  drug  companies  to  make. 

Conclusion 

The  Chairman  and  Members  of  this  Committee  have  demonstrated  their  under- 
standing of  the  importance  of  patents  for  biotechnology  inventions.  They  have  led 
the  way  in  strengthening  patent  protection  for  our  innovative  industry. 
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BIO's  proposals  to  amend  the  Hatch-Waxman  Act  is  consistent  with  this  recogni- 
tion. BIO's  proposals  addresses  the  legitimate  issues  that  have  been  raised  by  the 
changes  in  the  biopharmaceutical  industry. 

Thank  you  very  much  for  your  support  of  the  biotechnology  industry  and  the  op- 
portunity to  testify  here  today. 

The  Chairman.  Well,  thank  you.  I  want  to  thank  all  four  of  you. 
We  are  going  to  allow  for  5  minutes  for  questions.  This  is  a  very 
complex  subject.  I  mean,  you  can  see  we  have  two  completely  di- 
verse points  of  view  here. 

Mr.  MossinghofF  and  Mr.  Beier,  on  your  chart — and  you  might 
want  to  ask  the  folks  from  Boston  to  comment  if  they  want  to,  but 
before  Hatch-Waxman,  you  say  you  had  9  years  of  effective  patent 
life;  after  Hatch-Waxman,  11.7.  But  the  period  between  patent  ex- 
piration and  the  entry  of  generic  drugs,  you  have  5  to  8  years.  I 
was  led  to  believe  at  the  time  that  it  amounted  to  maybe  3  years. 
Is  that  5-  to  8-year  figure  accurate? 

Mr.  MOSSINGHOFF.  If  I  can,  Mr.  Chairman 

The  Chairman.  If  that  is  3  years,  you  wouldn't  be  too  much  off 
what  we  were  trying  to  do. 

Mr.  MOSSINGHOFF.  Could  we  ask  Mr.  Broshy  of  the  Boston  Con- 
sulting Group  to  comment  on  it,  since  he  did  the  work  that  led  to 
this? 

The  Chairman.  If  you  would,  Mr.  Broshy. 

Mr.  MOSSINGHOFF.  Mr.  Broshy. 

Mr.  Broshy.  Sure.  Thank  you,  Mr.  Chairman.  The  5  to  8 

The  Chairman.  You  have  my  question  because,  see,  at  the  time 
we  were  talking  in  terms  of  3  years  between  patent  expiration  and 
the  entry  of  generic  drugs. 

Mr.  Broshy.  I  think  the  Hatch-Waxman  legislation  provided  two 
benefits  that  drove  this  5  to  8  years.  One  was  greater  access  and 
the  other  was  earlier  access  to  the  pioneer's  research  work.  When 
you  look  at  the  combination  of  those  two  and  what  it  would  haye 
taken  before  either  early  or  greater  access  was  available,  to  dupli- 
cate the  kind  of  research  and  to  make  it  available  for  launch  would 
have  been  a  5-  to  8-year  period,  of  which  about  half  is  due  to  the 
greater  period,  the  greater  access,  and  about  half  of  which  is  due 
to  the  earlier  access. 

The  Chairman.  I  see.  Do  the  generic  people  agree  with  that  com- 
ment? 

Mr.  Downey.  No,  Mr.  Chairman,  we  don't. 

The  Chairman.  What  do  you  think  that  figure  should  be? 

Mr.  Downey.  I  think  if  you  look  historically,  I  think 

The  Chairman.  What  was  it  when  Hatch-Waxman  was  enacted? 
So  everybody  understands,  once  it  came  off  patent,  you  had  to  go 
through,  basically,  a  safety  and  efficacy  process  yourselves  and  it 
took  what  I  was  led  to  believe 

Mr.  Downey.  It  was  more  in  the  3-  to  4-year  range,  Mr.  Chair- 
man. 

The  Chairman.  So  it  would  have  been  as  high  as  4. 

Mr.  Downey.  Yes;  but  the  other  point  I  would  make  in  response 
to  that  is  that  the  access  was  a  uniquely  American  problem.  If  you 
had  a  foreign  generic  company  that  wishes  to  apply  in  the  United 
States  and  obtained  those  materials  in  countries  across  the  globe 
and  did  their  clinical  trials  abroad,  there  would  be  no  access  prob- 
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lem.  That  was  uniquely  an  American  generic  industry  problem,  not 
a  Canadian  or  Israeli  problem. 

The  Chairman.  OK. 

Mr.  Beier.  Mr.  Chairman,  if  I  could  respond  to  Mr.  Downey? 

The  Chairman.  Yes;  sure. 

Mr.  Beier.  If  he  is  going  to  use  international  comparisons,  I 
think  it  is  fair  to  also  point  out  that  Roche  v.  Bolar  was  not  over- 
ruled in  Europe.  The  generics  are  not  able  to  essentially  copy  the 
innovator's  invention  during  the  patent  term.  Also,  in  Europe,  the 
period  of  time  for  parent  restoration  is  day  for  day  for  the  entire 
period  of  time  you  spend  in  human  clinical  trials. 

If  the  generic  industry  wants  to  agree  to  going  back  to  a  status 
quo  of  having  Roche  v.  Bolar  in  place,  which  was  Senator  DeWine's 
position  in  1984  when  he  was  in  the  House,  and  have  day-for-day 
extension  like  the  Europeans,  I  think  we  could  probably  wrap  this 
up  right  here. 

Mr.  Downey.  Mr.  Chairman,  we  disagree  with  that  as  well. 
There  are,  in  fact,  exceptions  in  Europe  permitting  the  access  to 
chemical  molecules  for  research  purposes  prior  to  patent  expira- 
tion. 

Mr.  Beier.  But  not  commercialization. 

The  Chairman.  I  am  starting  to  get  my  root  canal  back.  [Laugh- 
ter.] 

At  last  week's  hearing.  Senator  Heflin  raised  an  interesting 
point.  He  made  a  very  good  point  when  he  asked  how  limiting  pat- 
ent life  could  affect  incentives  for  biomedical  research,  and  one 
thing  that  your  testimony  today  does  emphasize  is  the  role  of  pub- 
lic sector  biomedical  research.  I  appreciated  that. 

Just  in  1988,  we  had  a  significant  development  when,  for  the 
first  time  since  the  end  of  World  War  II,  private  sector  pharma- 
ceutical research  and  development  exceeded  the  NIH  budget,  as  I 
understand  it.  Unfortunately,  given  our  budget  realities,  it  doesn't 
seem  that  this  trend  is  going  to  be  reversed  any  time  soon.  In  fact, 
if  you  look  at  the  President's  fiscal  year  1996  budget  which  was 
premised  on  a  $200  billion  deficit,  you  may  be  surprised  to  find 
that  President  Clinton  requested  a  cut  of  about  20  percent  in  real 
terms  for  the  NIH  budget  in  the  year  2000.  I  think  we  would  all 
agree  that  we  want  to  keep  American  biomedical  R&D  high  so  that 
we  can  continue  to  remain  a  world  leader  in  breakthrough  pharma- 
ceuticals. 

Now,  I  have  two  questions  for  our  panelists.  No.  1,  can  we  count 
on  the  private  sector  to  take  up  the  slack  and.  No.  2,  are  there  the 
appropriate  incentives  in  the  law  to  make  sure  that  we  remain  a 
world  leader  in  pharmaceutical  development.  Keep  in  mind,  as  I 
understand  it,  the  United  States  makes  over  50  percent  of  new 
drug  discoveries.  I  mean,  we  are  responsible  in  this  country  for 
over  50  percent  of  worldwide  new  drug  discoveries. 

So,  those  two  questions:  Can  we  count  on  the  private  sector  to 
take  up  the  slack,  and  are  there  appropriate  incentives  in  the  law 
to  make  sure  that  we  remain  a  world  leader  in  pharmaceutical  in- 
novation? 

Mr.  MossiNGHOFF.  I  would 

Mr.  Klein.  Mr.  Chairman 
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The  Chairman.  Shall  we  start  with  Mr.  Klein,  and  then  we  will 
go  to  you,  Mr.  Mossinghoff. 

Mr.  Klein.  Mr.  Chairman,  if  I  can  comment,  one  of  the  things 
that  is  lost  in  the  conversation  today  is  that  in  the  past  12  years, 
the  drug  industry  has  grown  from  less  than  $30  billion  to  over 
$100  billion.  Also,  there  were  some  comments  made — we  talk  about 
R&D  expenditures  being  made  by  the  brand  name  companies.  In 
the  last  4  years,  there  has  been  a  diversion  of  some  of  those  funds, 
a  diversion  in  two  areas;  first,  buying  each  other  for  tremendous 
amounts  of  money  and,  second,  the  buying  of  companies  outside  of 
their  own  industry,  such  as  mail  order,  where  they  have  purchased 
those  companies  for  over  $12  billion,  three  companies. 

So  can  you  count  on  it?  I  say,  absolutely,  you  can  count  on  it.  The 
profits  that  are  being  realized  in  the  drug  industry  are  the  high- 
est— oil  used  to  be  the  highest;  the  drug  industry  is  next.  There  is 
plenty  of  room  for  R&D  if  the  money  is  spent  correctly,  and  buying 
each  other  and  buying  other  companies  to  prevent  competition  in 
the  managed  care  industry  is  not  the  way  to  fund  R&D. 

Mr.  Mossinghoff.  Well,  I  wouldn't  comment  on  that.  I  would  try 
to  respond  to  the  question.  I  think  there  is  concern,  as  I  have  indi- 
cated before,  that  the  increase  is  phenomenal;  $15.8  billion  of  pri- 
vately funded  research  and  development  is  phenomenal,  but  it  has 
not  kept  up  with  the  rate  of  increase  in  the  cost  of  a  new  drug.  It 
hasn't  kept  up  with  the  l-to-5  ratio. 

I  think  Mr.  Broshy  might  add  something  here,  since  the  Boston 
Consulting  Group  did  do  proprietary  interviews  of  some  of  our  com- 
panies, if  I  could  ask  Mr.  Broshy  again  to  comment  on  the  future. 

Mr.  Broshy.  Yes.  I  think  the  question  is.  Is  innovation  threat- 
ened prospectively?  I  think  there  are  some  signs  that  suggest  it  ac- 
tually very  much  is.  One  is  a  survey  that  we  have  recently  con- 
ducted among  a  number  of  PhRMA  member  companies  looking  at 
R&D  investments  and  plans  for  investments,  and  those  clearly 
show  as  a  percent  of  sales  that  these  have  actually  flattened  and 
are  starting  to  decline,  and  are  projected  to  do  so  even  further 
through  the  end  of  the  decade. 

If  you  look  at  the  Lehman  Brothers  analysis,  they  would  suggest, 
in  fact,  that  a  50-percent  reduction  in  R&D  is  necessary  to  earn  a 
10-percent  return.  Investment  decisions  are  clearly  prospective  de- 
cisions. Furthermore,  a  number  of  pieces  of  work  that  BCG  does 
with  individual  pharmaceutical  companies,  as  well  as  other  high- 
technology  industries,  suggest  that  there,  in  fact,  is  dramatic  cut- 
ting to  try  to  increase  efficiency,  to  try  to  increase  effectiveness  of 
the  R&D  process,  knowing  that,  in  fact,  the  returns  down  the  road 
are  going  to  be  lower. 

I  would  suggest  that  the  consolidation  trend  we  are  seeing  is 
driven  in  large  part  by  the  need  for  companies  that  haven't  been 
able  to  innovate  and  see  the  return  prospectively  shrinking  to  actu- 
ally find  greater  scale  and  a  greater  home  to  continue  to  survive. 

Mr.  Downey.  Mr.  Chairman,  if  I  could 

Mr.  Klein.  Mr.  Chairman,  if  I  could  just  comment  on  one  thing 
on  the  math,  the  percentage  of  R&D  as  a  percentage  of  sales  will 
absolutely  shrink  when  your  sales  go  from  $29  billion  to  $100  bil- 
lion. You  can't  spend  enough  to  keep  up  with  that  increase.  So,  yes; 
it  does  show  a  decline,  but  it  shows  a  very  steady  increase  from 
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where  it  was  10  years  ago,  and  I  can  quote  you  from  the  annual 
reports.  I  do  annual  reports  as  president  of  companies.  All  of  them 
down  the  line  in  their  president's  letters  and  chairman's  letters  are 
increasing  their  R&D  at  phenomenal  rates  because  their  sharehold- 
ers are  demanding  it  and  the  cost  of  drugs  is  demanding  it.  They 
have  plenty  of  money  to  do  that. 

Mr.  Downey.  Mr.  Chairman,  I  will  make  one  point — actually, 
two  points.  The  first  is  that  you  cited  a  projection  in  5  years  of  a 
$20  billion  shortfall  and  reduction  in  NIH  expenditures. 

The  Chairman.  That  is  if  the  President's  budget  were  adopted, 
and  I  doubt  that  it  will  be. 

Mr.  Downey.  Right;  if  his  proposal  was  accepted.  Assuming  it  is, 
that  $20  billion — the  branded  industry  has  spent  more  than  that 
annually  in  the  last  3  years  on  acquisitions — more  than  the  $20  bil- 
lion per  year,  and  we  have  covered  half  a  dozen  of  those.  So,  going 
forward,  there  is  plenty  of  money  in  the  branded  industry  to  fund 
R&D. 

I  would  also  say  the  Boston  compan/s  representative  made  a 
very  clear  point.  If  you  are  going  to  maintain  record  profits,  it  may 
be  necessary  to  have  some  extension,  but  if  you  are  willing  to  put 
profits  into  R&D  for  future  return,  the  money  is  there  today. 

Mr.  Beier.  Mr.  Chairman,  just  briefly  in  response  to  your  direct 
question,  you  cannot  reduce  the  NIH  budget  for  basic  biology  and 
basic  research  activity  and  expect  to  sustain  the  level  of  health 
care  improvements  that  we  have  seen  over  the  last  40  years. 

As  Senator  Feinstein  knows,  in  California  there  is  a  triangular 
relationship  between  the  NIH,  the  university  community,  and  the 
private  sector,  and  it  is  fueled  by  strong  support  for  the  NIH,  the 
availability  of  venture  capital,  hopefully  improved  by  some  legisla- 
tion Senator  Hatch  has  introduced  on  capital  gains,  and  support  for 
incremental  increases  in  research  and  development;  namely,  the 
R&D  tax  credit  that  Senator  Feinstein  and  Senator  Hatch  and  oth- 
ers have  been  actively  involved  in.  Without  having  a  coordinated 
strategy  for  attacking  R&D,  you  are  not  going  to  be  able  to  sustain 
this  over  a  long  period  of  time. 

The  Chairman.  Mr.  Beier,  I  think  we  are  making  headway  in 
making  you  into  a  Republican.  [Laughter.] 

Senator  Feinstein.  Not  with  that  necktie  on,  Mr.  Chairman. 
[Laughter.] 

The  Chairman.  Well,  I  think  I  wear  them  just  as  bad  as  he  does. 

Senator  FEINSTEIN.  Well,  it  is  a  bit  of  a  contest.  [Laughter.] 

The  Chairman.  Well,  my  time  is  up.  This  has  been  very  interest- 
ing to  me.  I  mean,  I  can  see  the  two  sides  and,  you  know,  I  just 
want  to  do  what  is  right.  It  is  a  very,  very  tough  set  of  problems. 
I  want  to  keep  innovation  and  investment  and  R&D  expenditures 
going  as  high  as  they  can  because  I  do  think  that  NIH  is  going  to 
be  cut  by  whoever  is  President,  and  I  see  it  as  a  very,  very  big 
problem. 

On  the  other  hand,  just  like  Hatch-Waxman,  we  balance  those 
two  aspects,  the  desire  to  keep  R&D  going  and  to  have  the  incen- 
tives to  the  innovative  companies,  and  yet  still  bring  lower-cost 
products  to  consumers.  So  it  is  a  big  set  of  problems  to  us.  I  am 
concerned  about  the  loss  of  patent  life.  Maybe  some  of  that  can  be 
resolved  in  reform  of  the  FDA.  There  is  no  question  we  need  to  do 
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that.  We  need  to  reform  FDA,  and  I  am  for  that.  The  question  is 
how  do  we  do  it  without  destroying  FDA  or  without  making  it  less 
of  a  governmental  entity  than  it  is  today,  in  the  best  of  that  sense. 
I  would  like  all  of  your  help  in  that  because  I  think  we  are  going 
to  have  to  make  some  very  big  changes  that  will  benefit  both  sides 
of  this  industry,  if  we  can  get  it  done. 

Senator  Heflin.  I  am  sorry  that  that  went  over,  but  I  think  you 
could  see  it  was  a  good  discussion. 

Senator  Heflin.  Well,  I  believe  the  testimony  that  I  have  noted 
was  that  from  the  time  of  filing  until  the  approval  in  regard  to  reg- 
ulatory review  on  the  average  drug  has  now  been  reduced  from  32 
months  to  18  months.  Is  that  your  testimony? 

Mr.  Klein.  That  is  correct. 

Senator  Heflin.  Would  you  agree  with  that  on  the  pharma- 
ceutical side? 

Mr.  MOSSINGHOFF.  Yes,  Senator.  The  FDA,  under  the  user  fee 
act  that  our  industry  worked  very  carefully  with  them  on,  has  been 
able  to  cut  back  the  time  of  regulatory  review.  What  hasn't  hap- 
pened, unfortunately,  is — the  time  of  development  prior  to  regu- 
latory review,  according  to  the  academic  scholars,  is  actually  in- 
creasing. So  while  the  time  the  drug  is  actually  at  the  FDA  for  re- 
view is  done  to  about  20  or  19  months,  the  time — according  to 
Tufts  University,  the  time  of  overall  development  is  up  signifi- 
cantly, from  the  8  to  12  years  it  was  a  dozen  years  ago,  up  to  about 
15  years,  and  we  don't  get,  in  our  view,  appropriate  restoration  of 
our  patent  for  that  period  of  time. 

Senator  Heflin.  Well,  what  is  the  average  time  from  the  begin- 
ning until  full  approval,  including  all  aspects  of  it?  I  mean,  where 
are  we  in  regard  to  an  average  drug? 

Mr.  MOSSINGHOFF.  Well,  according  to  Tufts  University,  it  is 
about  14.8  years  from  the  time  a  chemical  is  discovered  in  the  lab- 
oratory until  the  time  it  is  actually  put  on  the  market,  so  almost 
15  years. 

Senator  Heflin.  Do  you  agree  with  that  on  the  generic  side? 

Mr.  Klein.  Well,  I  think  it  has  to  be  noted  that  time  period  we 
are  talking  about  there  in  those  clinical  trials  is  not  Government- 
imposed.  That  is  for  testing  for  human  consumption,  and  that  is 
going  to  vary  by  the  type  of  drug  and  the  type  of  therapy  being 
used  for.  So  I  think,  in  general,  you  have  to  look  at  the  FDA  does 
need  reform,  does  need  to  speed  up  new  drugs  to  market.  They  are 
doing  some  things  today.  They  have  cut  it  in  half  in  the  last  3 
years,  which  has  helped  considerably.  Drugs  are  on  the  market 
sooner.  To  answer  your  question,  I  think  overall  it  might  be  14 
years,  but  that  is  not  Government-imposed,  that  early  time  before 
the  FDA  sees  it. 

Mr.  Beier.  That  is  completely  incorrect.  The  Food,  Drug,  and 
Cosmetic  Act  prohibits  the  shipment  in  interstate  commerce  of  a 
drug  unless  the  FDA  has  approved  it.  You  have  to  get  what  is 
called  an  IND,  an  investigational  new  drug  application,  to  go  into 
human  clinical  trials.  Obviously,  you  are  under  Federal  regulation 
during  the  period  of  time  you  are  in  human  clinical  trials. 

Under  the  current  Hatch- Waxman  Restoration  Act,  you  only  get 
one-half  of  the  period  of  time  you  spend  in  human  clinical  trials. 
So,  clearly,  there  is  a  Federal  regulatory  intervention  preventing 
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you  from  commercializing  the  product  until  you  have  established 
safety  and  efficacy.  That  period  of  time  is  eroded  if  you  have  only 
one-half  credit. 

Mr.  Downey.  Mr.  Beier  ignores  the  fact  that  the  actual  clinical 
work  and  the  time  spent  by  the  companies  is  within  their  control. 
Yes,  they  must  meet  certain  standards,  but  if  the  complaint  is  it 
takes  longer  today  to  do  those  things  than  it  did  x  number  of  years 
ago,  there  are  two  possible  reasons  for  that.  One  is  increased  regu- 
latory requirements,  and  the  second  is  less  efficiency  within  the 
company,  and  there  is  no  demonstration  that  it  is  not  the  latter 
rather  than  the  former. 

Mr.  Beier.  In  fact,  there  is  a  demonstration.  There  was  testi- 
mony presented  to  the  House  Commerce  Committee  last  week  by 
the  Tufts  University  researchers  and  they  indicated  there  were  a 
series  of  reasons  why  this  regulatory  creep  occurred,  one  of  which 
was  increased  requirements  from  the  Food  and  Drug  Administra- 
tion. A  second  was  companies  having  to  second-guess  what  the 
FDA  was  going  to  require.  A  third  was  globalization  of  the  indus- 
try, and  fourth  was  the  fact  that  companies  now  have  to  behave 
more  efficiently  and  produce  more  data  on  cost  effectiveness  in 
order  to  sell  to  managed  care.  So,  clearly,  the  situation  has 
changed  since  1984,  in  large  part  due  to  changes  at  the  FDA  and 
changes  in  the  marketplace. 

Mr.  Downey.  If  I  understand  Mr. 

Senator  Heflin.  You  all  get  to  squabbling  and  squabbling  and 
fussing  among  yourselves. 

The  Chairman.  They  are  doing  a  good  job,  though.  [Laughter.! 

Senator  Heflin.  You  know,  basically,  it  looks  to  me  like  you 
have  got  far  more  in  common  than  you  have  got  differences.  The 
goal  is  to  develop  new  products,  find  cures  for  diseases,  let  the  per- 
son that  does  it  get  a  reasonable  profit  from  it  for  a  reasonable 
time,  and  then  make  it  available  to  the  generics  where  it  can  be 
purchased  by  people  in  need  at  a  lower  cost  and  as  competitive  a 
cost  as  possible. 

Now,  if  you  have  got  all  of  this  in  common,  it  looks  to  me  like 
generics  don't  make  anything  unless  you  get  a  new  product,  so  you 
are  dependent  on  each  other.  Now,  you  are  fussing  a  great  deal 
among  yourselves  and  it  seems  to  me  that  the  overall  situation  is 
that  you  have  got  more  in  common  and  you  ought  to  get  together 
and  see  how  you  can  work  these  things  out. 

The  Chairman.  That  sounds  logical.  [Laughter.] 

Mr.  Downey.  I  think  the  answer  is  we  did  work  them  out  12 
years  ago  and  the  other  side  wants  to  renege. 

Senator  Heflin.  Well,  you  know,  they  may  have  differences.  Ob- 
viously, if  there  are  time  changes  and  other  things  in  regard  to  it, 
they  are  there. 

Now,  let  me  ask  you  about  the  GATT  agreement  and  changes  rel- 
ative to  that.  Of  course,  you  have  got  the  international  aspect  of 
it,  but  from  each  side,  what  is  your  feeling  pertaining  to  the  GATT 
problem?  Does  the  GATT  problem  need  some  sort  of  an  adjustment 
or  is  the  3  years  extended  from  the  date  of  the  filing  adequate? 
Would  you  give  us  your  feeling  relative  to  the  GATT  problem? 

Mr.  Mossinghoff.  I  would  respond  to  that.  I  think,  again.  Sen- 
ator Hatch  has  taken  a  leadership  position.  There  are  some  im- 
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provements  that  can  be  made.  This  is  moving  from  the  17  years  to 
the  20  years  from  fiUng.  There  are  some  improvements  that  can  be 
made  and  should  be  made,  in  our  view,  in  that  to  take  care  of  the 
fact,  as  Mr.  Beier  points  out,  that  for  the  biotechnology  industry, 
anyway,  they  actually  lose  term  on  the  change. 

I  think  for  standard  pharmaceuticals,  there  is  a  slight  gain,  un- 
less there  are  administrative  delays  at  the  Patent  OfBce.  It  gets 
very  complicated,  but  we  fully  support  Senator  Hatch's  bill,  intro- 
duced in  the  House  by  Congressman  Morehead,  chairman  of  the 
subcommittee  in  the  House,  to  see  if  we  can't  address  those,  and 
I  don't  believe  there  is  too  much  controversy  surrounding  that. 

Mr.  Downey.  I  believe  there  is  a  great  deal  of  controversy.  I 
think  the  first  problem  with  GATT  has  to  do  with  the  transition 
legislation  that  was  passed  approving  the  treaty.  Of  course,  we  had 
to  move  to  a  20-year  standard  to  conform  with  the  rest  of  the 
world,  but  in  doing  so  it  was  done  in  a  way  that  severely  penalized 
the  generic  industry.  Senators  Pryor,  Brown,  and  Chafee  have 
sponsored  legislation  to  correct  that  problem,  and  it  was  to  that 
problem  that  I  addressed  my  earlier  remarks,  really,  responding  to 
the  chairman.  I  think  there  is  a  way  that  issue  can  be  worked  out. 

As  to  the  problem  that  Mr.  Mossinghoff  mentioned,  or  the  alleged 
problem  to  be  solved  by  the  Morehead  legislation,  we  would  dispute 
the  need  for  any  further  changes  along  those  lines.  We  believe 
there  is  adequate  patent  term  now,  as  demonstrated  by  the  sales, 
profits,  and  investments  being  made  by  the  branded  industry.  We 
think  it  needs  to  go  back  to  a  more  equitable  balance  toward  the 
generics. 

The  Chairman.  If  I  could  interrupt,  you  are  sajdng  that  your 
R&D  now  is  down  to  single  digits  and  that  that  is  the  trend.  Even 
though  it  has  gone  up  since  1984,  it  is  now  down  to  single  digits? 

Mr.  Mossinghoff.  The  rate  of  increase  over  the  last  3  years  is 
now  down  to  single  digits,  whereas  in  the  1980's  the  rate  of  in- 
crease was  up  near  almost  20  percent. 

The  Chairman.  Then  that  is  alarming  if  that  is  a  fact. 

Mr.  Mossinghoff.  It  is  true. 

Senator  Heflin.  The  percentage  of  what,  now? 

Mr.  Mossinghoff.  This  is  the  percentage  increase.  Each  year, 
the  absolute  amount  spent  is  increased,  but  the  difference  between 
1  year  as  opposed  to  the  earlier  year — it  is  now  increasing  at  8  or 
9  percent  a  year,  whereas  in  the  1980's  it  was  increasing  about  17 
or  18  or  19  percent.  I  have  got  a  table  that  I  can  put  in  the  record. 

The  Chairman.  I  think  you  ought  to  do  that,  and  we  will,  with- 
out objection,  do  that. 

[The  table  referred  to  follows:] 

GROWTH  IN  PHARMACEUTICAL  R&D  EXPENDITURES,  PhRMA  MEMBER  COMPANIES 


Year 


1996' 
1995' 
1994  .. 
1993  .. 


Total  R&D  ex- 
penditures. 

PtiRMA  member 

companies 

(millions  of 

dollars) 

Annual  percent 
mcrease  in 
R&D  expendi- 
tures 

15,757.0 
14,374.8 
13,4494 
12,740.0 

9.6 
6.9 
5.6 
11.1 
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GROWTH  IN  PHARMACEUTICAL  R&D  EXPENDITURES,  PhRMA  MEMBER  COMPANIES— Continued 

Total  R&D  ex- 
penditures. Annual  percent 
Y                                                                            PtiRMA  membei  increase  In 

companies  R&D  expendl- 

(millions  of  tures 
dollars) 

1992  11.467.9  18.2 

1991 9,705.4  15.3 

1990  8,420.3  14.9 

1989  7,330.0  12.1 

1988 6,537.5  18  8 

1987  5,502.2  16.1 

1986  4,740.1  16.2 

1985  4,077.6  13  9 

1984  3,578.8  11.2 

1983  3.217.6  16.0 

1982  2,773.7  18.6 

1981  2.339.5  18.4 

1980  1.976.7  21.5 

'  Estimated. 

Example:  R&D  expenditures  are  projected  to  increase  9.6  percent  in  1996,  from  $14,374.8  million  to  $15,757.0  million. 

Source;  Pharmaceutical  Researcti  and  Manufacturers  of  America,  PtiRMA  Annual  Survey.  1995. 

The  Chairman,  Do  you  feel  that  Hatch- Waxman  was  the  reason 
for  the  rate  of  increase,  or  was  it  the  economy  in  general? 

Mr.  MOSSINGHOFF.  I  believe,  again,  Mr.  Broshy  might  want  to 
comment,  but  one  of  the  findings  is  that  the  lack  of  patent  protec- 
tion, the  erosion  of  patent  protection,  is  one  serious  factor  in  the 
rate  of  increase  dropping  down  to  single  digits. 

The  Chairman.  Well,  was  it  the  hoped-for  benefits  from  Hatch- 
Waxman  that  caused  it  to  go  up,  and  now  the  realization  that  you 
are  getting  less  patent  life,  according  to  this  chart — that  that  is 
causing  it  to  go  down? 

Mr.  MOSSINGHOFF.  I  don't  agree  that  there  was  the  hoped-for  ex- 
pectation because  I  think  Hatch-Waxman  was  obviously  in  1984, 
and  through  1991  or  1992  the  rate  of  increase  was  in  double  digits. 
It  is  only  recently  where  the  actual  effects  of  Hatch-Waxman  on 
the  industry  and  the  fact  that  we  can  now  document  this  erosion 
of  patents — I  think  that  does  have  an  effect. 

Again,  Mr.  Broshy  worked  very  hard  for  a  long  time  talking  to 
our  companies  and  he  may  want  to  comment  on  this. 

Mr.  Broshy.  Yes.  The  only  addition,  I  would  say,  beyond  Hatch- 
Waxman  that  has  influenced  the  now  downward  slope,  or  slower 
rate  of  increase  and  actual  downward  slope  in  percentage  of  sales 
is  the  actual  environmental  change  that  has  gone  on  both  from 
technology  development — we  talked  about  how  much  more  expen- 
sive it  is  now  to  develop  drugs  that  are  now  focused  on  more  com- 
plex, chronic  diseases — but  also  a  marketplace  that  is  much  less 
forgiving,  with  pharmaceutical  benefit  managers,  with  HMO's,  with 
managed  care,  much  more  a  factor  than  it  was  any  time  during  the 
1980's. 

The  Chairman.  Senator  Feinstein. 

Senator  Feinstein.  Thank  you  very  much,  Mr.  Chairman.  I 
think  these  two  hearings  have  been  very  helpful.  I  have  learned  a 
great  deal,  and  I  particularly  appreciate  the  repartee  between  the 
two  because  we  clearly  see  the  contrasting  sides. 
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Mr.  Mossinghoff,  when  Senator  Heflin  was  asking  you  about  the 
percentage  and  you  mentioned  that  R&D  had  dropped  to  single  dig- 
its as  a  percentage,  as  a  percentage  of  what? 

Mr.  Mossinghoff.  It  was  the  actual  percentage  change.  It  was 
from  year  one  to  year  two,  and  that  percent  change,  for  example — 
and  I  will  submit  this  chart  for  the  record,  but  that  percent  change 
showed,  for  example,  in  1988  that  the  increase  from  1988  or  1987 
was  18  percent  or  19  percent.  This  past  couple  years — in  1994,  it 
was  5.6  percent;  in  1995,  it  was  6.9  percent.  So  it  is  the  momen- 
tum. It  is  the  change  going  from  one  year  to  the  next  year,  and 
then  we  were  alarmed,  after  having  read  the  results  of  the  Boston 
Consulting  Group  Study,  that  based  on — and  this  is  based  on  re- 
ports that  we  get  from  our  companies.  We  don't  go  back  and  inter- 
view them.  What  are  your  plans  for  next  year?  That  is  really  pro- 
prietary and  a  trade  association  doesn't  get  involved  in  that. 

BCG  was  able  to  because  it  was  a  proprietary  study  that  they 
did,  and  they  actually  indicated,  as  Mr.  Broshy  has  said,  that  many 
of  the  companies  are  looking  to  actually  retrench  in  an  absolute 
way,  and  I  think  that  is  very  alarming. 

Senator  Feinstein.  Would  you  be  sure  and  submit  that?  It  would 
be  very  helpful. 

Could  I  ask  you  while  you  are  speaking  just  to  clarify  one  other 
thing?  You  point  out  in  that  chart  there  on  the  second  line,  the  pe- 
riod between  patent  expiration  and  the  entry  of  generic  drugs  is  5 
to  8  years.  Then  going  down  to  the  footnote  it  says  that  this  is  es- 
sentially a  theoretical  estimate  based  on  the  development  time  of 
research-based  drug.  Could  you  comment  on  what  you  mean  by 
that? 

Mr.  Mossinghoff.  Well,  I  can,  and  then  I  would  ask  maybe  Mr. 
Broshy  to  do  so,  but  my  comment  on  it  would  be  that  prior  to  the 
enactment  of  Hatch- Waxman,  there  really  were  not  any  procedures 
in  place  for  generics  to  do  the  actual  clinical  trials  to  prove  safety 
and  efficacy,  so  there  weren't  many  real  case  histories.  They  simply 
didn't  do  that.  There  are  now,  obviously,  real  cases. 

Someone  said  here  today,  and  we  totally  agree  with  it,  that  the 
generic  industry  is  a  creation  of  Hatch- Waxman.  It  didn't  exist  in 
its  present  form  and  wouldn't  exist  if  that  were  to  be  repealed  at 
this  point.  So  it  was  very  beneficial  to  the  generic  industry.  We 
think  less  so  to  us. 

If  I  can — it  is  really  Mr.  Brosh^s  chart  that  we  have,  so  maybe 
it  would  be  fair  to  ask  him  to  comment. 

Mr.  Broshy.  Yes,  fully  in  agreement 

Senator  Feinstein.  Well,  if  you  could  just  answer  the  question 
directly? 

Mr.  Broshy.  Sure,  let  me  try. 

Senator  Feinstein.  Essentially,  what  you  are  saying  is  the  pe- 
riod between  patent  expiration  and  the  entry  of  generic  drugs  is  a 
theoretical  figure;  it  is  not  real. 

Mr.  Broshy.  Right.  Because,  as  Mr.  Mossinghoff  suggested,  there 
was  no  de  facto  generic  industry  with  any  substantial  data  to  ex- 
amine, this  was  the  time  period  we  estimated  it  would  have  taken 
to  actually  create  the  clinical  trials  required  and  the  regulatory  ap- 
proval required. 

Senator  FEINSTEIN.  So  it  is  an  estimate? 
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Mr.  Broshy.  It  is  an  estimate,  exactly. 

Senator  Feinstein.  All  right,  all  right.  Do  you  agree  with  that 
figure?  Might  I  ask  the  generic 

Mr.  Downey.  No. 

Senator  Feinstein.  What  would  you  say  it  is? 

Mr.  Downey.  Well,  there  are  two  categories  of  products  that  ex- 
isted in  generic  form  at  that  time.  There  were  those  that  were  the 
DESI-2  products,  those  that  required  then,  and  require  now,  a 
lesser  standard  or  proof  of  safety  and  efficacy.  For  those  products, 
the  time  period  was  zero.  The  time  period  was  very  much  like  it 
is  today. 

Senator  Feinstein.  So  you  are  saying  there  might  not  have  been 
a  difference? 

Mr.  Downey.  For  those  products,  we  would  disagree  100  percent, 
and  the  bulk  of  the  products  in  the  generic  industry  were  among 
that  category. 

Senator  Feinstein.  All  right.  Mr.  Downey,  since  you  mentioned 
regulatory  delays  in  your  opening  statement,  I  would  like  to  take 
this  opportunity  to  bring  your  attention — and  you  probably  know 
this  to  a  grave  concern  and  ask  for  your  response,  if  I  may.  I  have 
been  visited  by  a  number  of  people  very  concerned  in  the  area  of 
women's  health.  This,  of  course,  relates  to  Premarin,  a  drug  which 
9  million  American  women  use,  and  the  application  and  FDA  test- 
ing for  the  generic  drug. 

It  is  my  understanding  that  while  the  FDA  has  looked  at  certain 
aspects  of  the  generic  conjugated  estrogens,  it  has  not  previously 
examined  the  sameness  standard  required  by  the  Hatch-Waxman 
legislation.  I  have  been  told  by  these  women's  groups  that  the  FDA 
was  recently  provided  with  additional  data  and  studies  showing  the 
biological  potency  of  Delta  8  and  Delta  9,  and  those,  as  you  know, 
are  two  components  not  present  in  the  generic  drug  of  Premarin. 

Women  are  very  concerned  that  a  generic  drug  not  go  on  the 
market  that  is  not  the  same  as  the  innovator  drug.  I  have  been 
asked  to  relay  that  concern  to  you.  I  do  so  wholeheartedly  because 
I  believe  their  concern  here  is  well-intended,  as  one  who  does  take 
Premarin  and  understands  the  risks  versus  the  advantages  of  it.  I 
think  it  is  a  very  important  point  and  so  I  look  forward  to  your  re- 
sponse. 

Mr.  Downey.  I  would  love  to  respond  to  that  because  I  believe 
some  of  those  comments  that  have  been  shared  with  you  are  not 
technically  correct.  On  the  sameness  issue,  the  sameness  criterion 
established  by  the  Hatch-Waxman  Act  is  the  sameness  of  active  in- 
gredients, and  the  FDA  for  20  years  has  recognized  two  of  the  com- 
ponents of  Premarin  as  active  ingredients,  and  only  two.  Those  are 
estrone  and  equilin,  and  our  products  that  we  have  submitted  are 
the  same;  they  are  identical  on  those  two  components. 

In  addition,  with  Premarin,  as  in  the  case  of  no  other  pharma- 
ceutical, at  the  insistence  of  the  brand  company  the  FDA  engaged 
in  the  late  1980's  and  early  1990's  in  a  series  of  public  hearings 
to  examine  whether  additional  components  of  the  Premarin 
compound  should  be  included  in  the  product.  In  fact,  after  four 
hearings,  all  of  which  I  attended,  then  as  counsel  to  Barr,  not  as 
president  of  the  company,  the  FDA  established  a  standard  requir- 
ing two  additional  components  be  added. 
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There  is  not  even  a  requirement  that  those  be  measured  as  bio- 
equivalents,  nor  has  there  been  a  request  by  the  brand  company 
to  do  that.  It  is  only  after  this  series  of  five  or  six  hearings  that 
the  brand  company  now  comes  forward  again  and  asks  that  this 
additional  component,  Delta-8,  9,  be  added.  Actually,  it  is  a  single 
component,  and  this  request  was  specifically  considered  and  re- 
jected by  the  FDA  in  a  series  of  hearings  in  the  late  1980's  and 
early  1990's.  In  fact,  had  you  attended  the  advisory  panel,  which 
I  did  this  past  summer,  convened  by  the  FDA,  you  would  find  that 
every  single  FDA  scientist  to  testify,  of  which  all  of  the  experts  of 
this  field  did,  specifically  rejected  the  need  for  Delta-8,  9,  and  every 
single  invited  guest  to  speak — the  head  of  endocrinology  at  North- 
western University,  at  Harvard-Mass  General — every  single  invited 
guest  spoke  against  the  inclusion  of  Delta-8,  9. 

It  is  only  the  consultants  for  Wyeth-Erst,  whose  studies  were 
conducted  somewhere  in  Brazil,  that  argued  something  to  the  con- 
trary. Now,  I  haven't  seen  these  studies.  I  know  that  we  have  sub- 
mitted studies  that  convince  us  conclusively  that  this  product  is 
safe  and  effective  and  bioequivalent  to  Premarin,  and  provides  all 
those  benefits.  We  wouldn't  offer  it  for  sale  or  offer  it  for  approval 
if  we  weren't  convinced  that  it  was  safe  and  effective. 

I  share  your  concern.  I  think  it  is  a  public  relations  problem  cre- 
ated by  the  furor  and  the  advertising  budget  of  the  brand  company 
and  not  a  scientific  question  that  is  holding  this  up.  I  think  that 
you  should  ask  carefully  those  people  who  advocate  that  position 
to  go  over  this  evidence,  and  I  would  be  happy  to  come  to  your  of- 
fice and  meet  with  them  and  debate  this  issue. 

Senator  Feinstein.  I  would  be  happy  to  take  you  up  on  that  be- 
cause it  is  a  matter  of  major  concern.  Let  me  ask  you  for  one  other 
quick  response  for  the  record.  Why,  in  your  opinion,  did  the  innova- 
tor company  include  Delta-8,  9  if  it  is  of  no  value? 

Mr.  Downey.  Because  their  product  is  actually  a,  quote,  "natu- 
rally-occurring product."  The  estrogen  compounds  in  Premarin  are 
refined  from  the  urine  of  pregnant  mares,  which  is  a  rich  source 
of  these  estrogenic  compounds,  and  because  there  are  trace  ele- 
ments of  these  other  compounds  in  the  estrogens  extracted  from 
the  urine,  they  are  there  by  accident,  not  by  design,  and  there  are 
not  just  the  two  additional  ones  that  FDA  has  required  and  not 
just  Delta-8,  9.  They  keep  tr3dng  to  discover  these  trace  elements 
all  the  time  to  argue  yet  another  compound  must  be  added.  So  they 
weren't  there  because  they  wanted  them  there.  They  were  there  be- 
cause they  occurred  by  accident. 

Senator  Feinstein.  I  see.  Thank  you  very  much.  Thank  you,  Mr. 
Chairman. 

The  Chairman.  Well,  thank  you.  Senator. 

Let  me  just  ask  you,  Mr.  Beier,  you  participated  in  the  writing 
of  the  bill  in  the  House  and  in  the  negotiations  over  there,  and  I 
really  appreciate  that.  Isn't  it  true  that  literally  the  selection  of  the 
5-year  and  14-year  limits  was  really  just  arbitrary? 

Mr.  Beier.  Well,  Mr.  Chairman,  as  you  recall,  the  original  bill 
that  passed  the  Senate  in  the  early  1980's  under  your  leadership 
and  that  of  Senator  Mathias  and  Senator  Thurmond  and  others 
had  a  7 -year  extension  period. 

The  Chairman.  Right. 
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Mr.  Beier.  At  that  point  in  time,  the  assumption  was  that  it  took 
between  5  and  7  years  to  go  through  the  discovery  process,  and 
that  is  why  7  years  was  chosen.  In  the  give-and-take  of  the  legisla- 
tive process,  compromises  were  made  and  5  years  was  arrived  at. 

Similarly,  there  was  concern  on  the  part  of  the  generic  drug  in- 
dustry that  there  were  some  tests  that  were  going  to  be  required 
for  brand  name  companies,  and  therefore  it  would  be  inappropriate 
to  give  you  full  credit.  That  argument  has  a  lot  of  weight  and 
would  apply  to  all  of  the  research  that  is  done  before  you  put  it  into 
human  beings,  and  that  is  why  the  Hatch-Waxman  Act  does  not 
extend  patents  for  preclinical  activities. 

The  problem  was  there  was  an  erroneous  assumption,  in  my 
view,  that  you  needed  only  one-half  credit  for  human  clinical  trials. 
The  argument  was  made  by  the  majority  in  the  House  that  compa- 
nies would  have  an  incentive  to  delay  human  clinical  trials  in  order 
to  permit  an  earlier  product  to  obtain  market  share. 

If  that  were  true  in  1984,  and  I  doubt  it,  it  clearly  is  impossible 
today.  Companies  are  not  going  to  restrain  their  R&D  activities 
and  prevent  a  new  product  from  getting  on  the  market  by  delaying 
their  clinical  trials.  The  carrying  costs,  or  the  time  value  of  money 
is  so  great  that  companies  would  probably  be  sued  by  their  share- 
holders if  they  did  not  rapidly  proceed  through  human  clinical 
trials.  So  the  assumptions  made  in  1984  with  respect  to  how  you 
restore  patent  life  for  human  clinical  trials — those  assumptions  are 
wrong  today. 

The  Chairman.  If  you  don't  mind,  just  a  couple  more  questions 
before  we  get  to  our  next  panel  because  I  am  a  little  bit  concerned 
about  this. 

Let  me  ask  Mr.  Beier  and  Mr.  Mossinghoff  this.  The  FDA  has 
told  us  that  drug  approval  times  are  down  to  19  months,  from  over 
30  months  a  few  years  ago.  Why  do  you  say  that  FDA  approval 
times  are  growing  and  that  it  costs  more  today  to  get  an  approval? 

Mr.  Mossinghoff.  It  is  not  so  much  the — they  are  right;  we  do 
agree  with  that. 

The  Chairman.  You  agree  those  times  have  been  cut  down? 

Mr.  Mossinghoff.  Those  times  have  come  down,  and  again 
under  your  bill,  the  user  fee  bill,  that  has  worked  very  well,  and 
FDA  is  accountable  and  they  are  moving  it  down  and  we  applaud 
that  activity.  What  we  need  to  look  at  now  is  not  so  much  the  FDA 
time,  although  they  can  still  improve  considerably  over  the  19 
months — ^that  is  still  a  full  year  longer  than  the  statutory  period — 
but  look  at  the  overall  development  time. 

The  idea  that  somehow  the  companies  do  development  activity  on 
their  own  just  out  of  curiosity  is  just  simply  false.  The  companies 
try  to  envision  what  it  is  the  FDA  reviewers  will  want  and  they 
try  to  conduct  those  clinical  trials.  Those  have  grown  over  the 
years.  What  I  have  heard  from  people  that  handle  the  FDA  side  of 
our  industry  is  that  new  reviewers  ask  new  questions  and  a  new 
reviewer  following  that  never  unasks  the  first  question;  they  sim- 
ply ask  more  questions.  So  what  we  need  to  do  is  look  at  FDA  and 
what  they  do  during  their  total  review  time,  the  19  months,  and 
see  how  does  that  affect  the  10-plus  years  that  drugs  are  in  clinical 
trial.  That  is  the  thrust  of  Senator  Kassebaum's  bill,  is  to  work  on 
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that  part  of  the  development  process,  and  we  applaud  that  and  I 
welcome  Mr.  Klein's  support  for  FDA  reform. 

The  Chairman.  And  you  agree  with  that? 

Mr.  Klein.  Yes;  I  do. 

The  Chairman.  Now,  let  me  just  ask  Mr.  Downey  and  Mr.  Klein 
one  last  question.  Basically,  if  I  understand  your  position,  you  are 
saying  the  act  isn't  broken  and  therefore  let's  not  fix  it. 

Mr.  Klein.  That  is  correct. 

The  Chairman.  Is  there  anything  in  the  act  that  could  be  im- 
proved from  the  standpoint  of  your  industry? 

Mr.  Klein.  I  think  one  of  the  issues  we  have  been  faced  with  is 
that  the  FDA  reform — we  do  not  see  the  statutory  180-day  review. 
Our  standard  review  time  can  go  out  to  18  months  after  it  is  sub- 
mitted, and  that  is  for  a  generic  drug.  I  think  one  of  the  real  as- 
pects of  what  we  want  is  the  180-day  review  to  be  held  to  and  the 
FDA  review  to  be  consistent  and  to  be  more  rapid.  So  we  agree 
with  PhRMA  in  terms  of  FDA  reform  in  terms  of  the  rapid  review. 

Mr.  Downey.  Actually,  I  would  cite  three.  Senator.  First  is  the 
review  time  that  Mr.  Klein  mentioned.  I  think  the  second,  and 
equally  important,  is  the  whole  predicate  of  the  Hatch- Waxman  Act 
would  be  once  a  generic  product  goes  through  the  approval  process 
and  receives  an  AB  rating,  that  product  will  be  interchangeable 
across  the  country. 

In  fact,  because  of  the  superior  lobbying  forces,  if  you  will,  of  the 
PhRMA  companies,  they  have  been  able  to  go  State  by  State  and 
erect  additional  burdens  with  particular  drugs  and  particular  State 
formularies.  I  think  that  a  Federal  preemption  that  would  establish 
an  AB  rating  once  and  for  all  as  bioequivalent  would  be  a  very  use- 
ful and  proper  legislative  act. 

I  think  there  is  a  third  area  that  sort  of  touches  on  both  the  con- 
tents of  Hatch- Waxman  and  to  some  extent  the  contents  of  FDA  re- 
form, and  that  would  be  once  the  FDA  establishes  a  protocol  for 
bioequivalence,  that  protocol  could  be  revoked  or  modified  only 
upon  a  showing  that  approval  of  a  product  based  on  that  protocol 
would  somehow  be  unsafe  or  ineffective.  I  think  had  that  happened 
in  both  cases.  Senator  Feinstein,  with  Premarin,  we  would  have  ge- 
neric Premarin  today  and  you  would  be  enjoying  substantially 
lower  prices  as  you  purchased  that  product.  It  is  those  problems  in 
the  act  that  have  led  to  the  situation  and  the  battle  we  are  having 
over  that  product  today. 

The  Chairman.  All  right.  Just  one  last  question  for  the  two  of 
you,  if  I  could,  because  it  is  something  that  has  bothered  me.  The 
Hatch-Waxman  Act  contains  provisions  relating  to,  "paper  NDA's," 
new  drug  approvals.  Do  you  have  any  statistics  relating  to  paper 
NDA's  that  have  been  approved  since  the  passage  of  the  Hatch- 
Waxman  Act? 

Mr.  Klein.  No. 

The  Chairman.  You  don't  have  any  statistics? 

Mr.  Klein.  No;  we  do  not. 

The  Chairman.  If  you  can  get  some,  I  would  sure  like  to  review 
that. 

Mr.  Downey.  We  will  submit  a  copy  to  the  Senator. 

Mr.  Klein.  Absolutely. 
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The  Chairman.  That  is  something  I  am  interested  in  just  from 
the  act's  standpoint. 

Well,  let  me  just  say  this.  This  has  been  an  extremely  stimulat- 
ing panel  to  me,  and  I  am  sure  to  everybody  up  here,  and  I  can 
see  to  everybody  in  the  audience.  These  are  tough  issues  and  tough 
problems  and  we  are  certainly  going  to  look  at  them.  I  am  con- 
cerned about  the  loss  of  patent  life  because  if  we  don't  keep  patent 
life  strong — it  is  what  has  made  this  industry;  it  is  what  has  made 
America.  People  don't  understand  that,  that  patent  life  really  is  im- 
portant. 

In  the  end,  the  generic  industry  depends  upon  the  innovation  of 
the  research  companies,  and  we  have  a  desire  to  get  those  research 
company  products  into  generic  form  as  quickly  as  possible  so  that 
we  can  save  money.  So  there  are  the  two  balanced  ends  and  I  think 
we  have  got  to  look  at  this.  But  again,  with  regard  to  the  GATT 
thing,  I  hope  everybody  will  consider  working  on  a  compromise.  I 
would  like  to  see  that  resolved  outside  of  legislation,  if  we  can. 

I  want  to  thank  all  of  you  for  being  here.  You  have  been  a  par- 
ticularly great  panel  and  I  just  appreciate  hearing  from  you. 
Thanks  so  much. 

Mr.  MOSSINGHOFF.  Thank  you,  Mr.  Chairman. 

Senator  Specter.  Mr.  Chairman,  before  you  let  the  panel  go, 
may  I 

The  Chairman.  I  am  sorry,  Senator  Specter.  I  didn't  see  you 
there. 

Senator  Specter.  May  I  ask  a  question  or  two? 

The  Chairman.  Sure. 

Senator  Specter.  The  issue  on  GATT  calls  for  generics  to  retain 
their  status  if  there  is  a  "substantial  investment."  That  term  is  not 
defined,  but  the  intention  is  to  leave  it  to  the  interpretation  of  the 
courts,  which  appears  to  me  to  be  problemsome.  My  staff  and  I 
have  been  looking  at  a  way  to  define  "substantial  investment"  to 
try  to  narrow  the  litigation  line. 

We  do  a  lot  of  talking  about  not  leaving  it  for  the  courts  to  inter- 
pret what  the  Congress  wants.  This  is  really  an  issue  squarely 
within  the  ambit  of  congressional  intent.  We  have  good  reason  to 
know  now,  at  this  stage,  that  there  will  be  a  lot  of  litigation  over 
what  a  substantial  investment  is.  I  would  be  very  interested  to 
know  if  you  gentlemen  have  any  suggestions  how  we  might  define 
substantial  investment,  instead  of  leaving  it  to  the  courts,  which 
might  splinter  the  issue  all  over  the  lot. 

On  this  particular  line,  we  would  like  to  see  some  preexisting  re- 
liance by  the  generics  on  investments  they  have  made  at  a  time 
when  they  didn't  know  what  the  changes  would  be  in  GATT,  et 
cetera,  so  that  both  parties  are  protected.  If  it  turns  out  that  the 
generics  have  done  something  which  is  really  significant  in  reli- 
ance, as  an  equitable  matter  that  ought  to  be  protected.  But  on  the 
other  hand,  the  patent-holders  ought  to  have  their  rights  unless 
somebody  has  really  done  something  significant,  not  simply  coming 
in  at  the  last  minute. 

Mr.  MossiNGHOFF.  My  definition,  Senator,  would  be  that  it  is 
clearly  between  the  $1  million  that  might  be  required  to  copy  an 
innovator's  drug  and  the  $500  million  that  the  innovator's  drug 
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costs  to — I  would  suggest  it  be  somewhere  near  the  top  rather  than 
the  bottom.  [Laughter.] 

Senator  SPECTER.  You  would  settle  for  $499  million? 

Mr.  MOSSINGHOFF.  Done. 

Mr.  Klein.  Senator,  if  I  could 

Senator  Specter.  Just  a  minute.  Mr.  Mossinghoff,  how  do  you 
quantify  that?  Should  we  look  at  a  standard  as  to  what  the  innova- 
tor has  done?  Should  it  be  a  percentage  of  that?  How  much  of  a 
reliance  factor  is  warranted?  What  do  you  think? 

Mr.  Mossinghoff.  Well,  clearly,  you  are  absolutely  right  in 
terms  of — as  far  as  I  know — and  we  really  have  gone  through  the 
negotiations  of  the  GATT  itself  and  the  legislative  history  of  the 
implementation,  and  there  is  no  definition  anyAvhere  that  I  know 
of.  In  fact,  I  think  the  word  is  differently  used.  I  think  the  words 
"significant  investment"  were  used  in  GATT  and  "substantial  in- 
vestment" was  used  in  implementing  the  law.  So  the  courts  would 
clearly  be  flying  blind  at  this  point.  I  totally  agree  with  your  posi- 
tion there. 

How  to  define  it  or  not — I  really  believe  that  simply  filing  an 
ANDA  and  getting  it  approved — my  sense  of  what  substantial  in- 
vestment is  is  that  is  not  what  they  had  in  mind.  They  had  some- 
thing a  lot  more  substantial  than  that.  The  building  a  huge  plant 
for  widgets  or  blue  jeans  or  whatever  it  is — that  is  the  kind  of 
thing  that  I  believe  that  they  had  in  mind. 

Senator  Specter.  What  do  you  think,  Mr.  Klein? 

Mr.  Klein.  Well,  I  disagree.  I  think.  No.  1,  the  purpose  of  Hatch- 
Waxman  was  to  bring  in  low-cost  generics,  and  the  way  to  prove 
our  bioequivalence  was  the  way  in  which  to  rapidly  bring  them  on. 
Substantial  investment  in  our  industry  is  once  we  have  submitted 
an  ANDA  to  the  FDA  for  approval,  our  basic  investment  has  been 
spent  in  terms  of  our  bio-studies  and  in  terms  of  all  the  things  we 
have  done  on  the  chemical  side. 

In  some  cases,  such  as  Bruce  and  myself  and  our  companies,  we 
are  going  to  be  making  conjugated  estrogens.  We  have  made  sub- 
stantial investment  in  plant,  but  I  think  the  true  test  is  if  you  sub- 
mit from  a  generic  company  to  the  FDA  an  ANDA,  you  have  abso- 
lutely made  substantial  investment  for  that  product. 

Senator  Specter.  What  would  that  likely  mean  in  terms  of  a  dol- 
lar figure? 

Mr.  Klein.  It  can  range;  some  products,  up  to  $1  million,  to  some 
products  over  $3  to  $4  million.  Conjugated  estrogens,  in  particular, 
will  be  in  the  magnitude  of  probably  close  to  $4  to  $5  million  that 
we  will  spend. 

Senator  SPECTER.  Do  you  think  there  ought  to  be  some  propor- 
tion as  to  what  the  generic  does  in  terms  of  what  it  has  cost  the 
originator? 

Mr.  Klein.  No,  because  that  is  like  handing  the  keys  to  the  in- 
mates in  prison.  I  mean,  we  would  be  giving  it  to  them  to  set  the 
limit,  and  this  is  what  they  said  they  spent  and  if  you  told  us  we 
had  to  spend  10  percent  of  that  number  and  if  it  is  $500  million, 
we  have  to  spend  $50  million  for  substantial  investment,  when  we 
only  have  to  spend  $2  million.  I  mean,  the  reason  we  can  bring 
low-cost  generics  out  is  the  fact  that  our  investment  is  lower.  We 
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can  offer  products  at  70  to  80  percent  below  the  brand  because  we 
don't  have  to  spend  $500  milHon. 

Senator  Specter.  Go  ahead,  Mr.  Beier. 

Mr.  Beier.  Senator,  if  I  could  add  at  least  an  allegedly  independ- 
ent perspective,  we  do  not  have  a  drug  involved  in  the  so-called 
delta  period,  and  I  don't  want  to  rehash  the  hearing  from  last 
week,  but  if  you  look  at  the  question  before  the  committee,  it  is  a 
series  of  two  different  definitions. 

One  is  substantial  investment  and  the  other  is  what  level  of  com- 
pensation is  offered.  As  I  understand  it,  the  other  term  would  have 
some  ambiguity  to  it,  and  if  you  look  at  it  from  an  international 
perspective,  the  United  States  has  said  to  foreign  countries  we 
want  strong  intellectual  property  protection,  we  want  no  compul- 
sory licensing,  we  want  no  discrimination  based  on  type  of  patent. 
If  the  Congress  were  to  enact  a  statute  which  granted  rights  that 
already  exist  from  that  bundle  of  patent  rights  held  by  those  com- 
panies who  have  already  had  their  patent  extended,  I  think  there 
is  a  substantial  fifth  amendment  problem  requiring  just  compensa- 
tion, not  for  the  companies  who  are  coming  on  to  the  market  and 
attempting  to  get  on  by  paying  reasonable  royalties,  but  an  obliga- 
tion that  would  extend  to  the  Government.  There  are  some  serious 
questions  about  whether,  if  we  authorize  the  follow-on  company  to 
come  on  at  something  less  than  just  compensation,  our  trading 
partners  would  follow  that  same  model  on  copyrights  in  China  or 
somewhere  else. 

Senator  Specter.  Well,  my  red  light  is  on  and  this  is  obviously 
a  big  question,  but  what  I  would  like  to  see  done  is  to  have  some 
discussions  among  the  interested  parties  to  see  if  we  can  come  up 
with  a  definition.  I  think  it  is  really  a  congressional  obligation  to 
do  that,  if  we  can,  and  not  toss  it  to  the  courts.  When  you  talk 
about  the  compensation  offer,  that  is  another  item  which  we  ought 
to  try  to  define. 

Mr.  Chairman,  I  wonder  if  I  might  raise  one  more  brief  question. 

The  Chairman.  Go  ahead. 

Senator  Specter.  Mr.  Klein  talks  about  biological  bioequivalence 
on  generics.  Does  it  have  to  be  identical?  How  close  does  it  have 
to  be?  Mr.  Downey,  you  had  your  hand  up  on  the  last  question. 
Would  you  like  to  take  a  crack  at  that  one? 

Mr.  Downey.  I  can  answer  this  question  as  well.  The  bioequiva- 
lent  standard  really  is  very  rigorous.  It  is  the  most  rigorous  in  the 
world.  It  requires  us  to  demonstrate  that  our  product  has  the  same 
rate  and  extent  of  absorption,  the  same  active  ingredients,  as  the 
brand  product,  and  we  must  do  that  within  a  statistical  measure 
so  that  the  ratio  of  our  absorption  and  the  rate  of  our  absorption 
is  between  80  and  120  percent  of  the  brand  product. 

Oftentimes,  that  results  in  our  products  being  more  consistent 
than  the  brand.  That  was  true  in  our  biostudy  on  Premarin.  Our 
product  has  less  variability  than  Premarin,  and  therefore  we  com- 
fortably met  that  standard  of  80  to  120  percent.  Actually,  that  is 
the  statistical  limit.  The  actual  ratio  is  usually  much  closer — 95, 
100,  105. 

Senator  Specter.  Well,  when  you  talk  about  Premarin,  some  of 
the  ingredients  were  different,  but  you  think  the  equivalence  is  the 
same? 
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Mr.  Downey.  No;  the  ingredients,  as  defined  by  the  regulations 
and  by  the  statute,  are  identical,  and  those  are  defined  by  FDA. 
The  two  active  ingredients  are  estrone  and  equilin,  and  we  have 
proven  both  in  food  challenge  studies  and  in  fasting  studies  that 
our  products  are  bioequivalent. 

Senator  Specter.  Wasn't  there  some  question  about  the  equiva- 
lency of  the  estrogen? 

Mr.  Downey.  No;  the  question  of  the  equivalence — the  equiva- 
lence is  actually  an  attempt  to  change  the  standard.  The  current 
standard  of  law  requires  that  the  active  ingredients  be  the  same, 
and  ours  are.  What  the  innovator  is  arguing  is  there  are  some 
minor  constituent  components  that  are  present  in  the  urine  of  the 
pregnant  mares  that  are  used  for  the  refining  process  show  up  in 
the  Premarin,  and  therefore  generics  should  add  these  minor  con- 
stituent ingredients.  That  is  untrue  in  any  other  case.  It  is  often 
a  similar  situation. 

Antibiotics — for  example,  we  make  Cephalexin  and  Cepbj-adine. 
Cephradine  degrades  the  Cephalexin.  When  you  measure  the  po- 
tency of  the  Cephradine,  you  don't  have  to  put  the  Cephalexin  in 
because  it  is  an  impurity,  and  that  is  exactly  what  the  brand  com- 
pany wants  us  to  do  in  this  case.  Our  products  are  identical  in  the 
legal  and  medical  sense. 

Senator  Specter.  Well,  it  is  very  involved.  When  you  call  it  a 
minor  constituent  component,  you  pretty  well  come  to  a  conclusion 
that  it  doesn't  amount  to  much  on  the  differential. 

Mr.  Downey.  That  has  been  the  determination  by  the  FDA  sci- 
entists. 

Senator  Specter.  And  that  is  up  to  FDA  to  determine  whether 
it  really  is  a  minor  constituent  component  or  whether  it  has  some 
significant  collateral  effects  which  require  it  to  be  closer,  if  not 
identical. 

Mr.  Downey.  Yes. 

Senator  Specter.  OK;  very  complicated.  Thank  you  very  much, 
Mr.  Chairman.  Thank  you,  gentlemen. 

The  Chairman.  It  is  complicated.  Thank  you,  Senator. 

To  be  fair  on  the  Premarin  issue,  we  will  keep  the  record  open 
for  American  Home  Products  to  submit  whatever  they  desire  to  do, 
but  I  sure  understand  the  issue. 

I  just  want  to  thank  you  all  again  for  being  here.  I  think  you 
have  been  very  helpful  to  the  committee.  We  appreciate  it  and 
thank  you  for  coming. 

Mr.  Mossinghoff.  Thank  you,  Mr.  Chairman. 

Mr.  Downey.  Thank  you. 

The  Chairman.  Our  final  panel  will  consist  of  Henry  G. 
Grabowski,  Ph.D.,  professor  of  economics  at  Duke  University  in 
Durham;  Daniel  Perry,  executive  director  of  the  Alliance  for  Aging 
Research  here  in  Washington;  and  Ms.  Dixie  Horning,  executive  di- 
rector of  the  Gray  Panthers.  We  are  happy  to  have  all  of  you  here 
and  we  look  forward  to  hearing  your  testimony. 

So,  Dr.  Grabowski,  we  will  take  your  testimony  first. 
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PANEL  CONSISTING  OF  HENRY  G.  GRABOWSKI,  PROFESSOR 
OF  ECONOMICS,  DUKE  UNIVERSITY,  DURHAM,  NC;  DANIEL 
PERRY,  EXECUTIVE  DIRECTOR,  ALLIANCE  FOR  AGING  RE- 
SEARCH, WASHINGTON,  DC;  AND  DIXIE  HORNING,  EXECU- 
TIVE DIRECTOR,  GRAY  PANTHERS,  WASHINGTON,  DC 

STATEMENT  OF  HENRY  G.  GRABOWSKI 

Mr.  GRABOWSKI.  Thank  you,  Mr.  Chairman.  As  you  have  indi- 
cated, I  am  an  economist.  I  have  been  interested  in  issues  relating 
to  innovation  and  imitation  in  the  pharmaceutical  industry  since — 
well,  for  a  period  of  now  30  years  since  my  Ph.D.  dissertation  on 
R&D. 

As  I  understand  the  purpose  of  the  hearing  today,  it  is  to  exam- 
ine the  Hatch- Waxman  Act  after  a  little  over  a  decade  and  to  see 
if  changes  are  warranted,  particularly  in  light  of  the  broader 
changes  now  occurring  in  the  pharmaceutical  industry  and  the 
health  care  sector  more  generally. 

Now,  the  basic  perspective  of  my  work,  and  I  think  of  most 
economists  is  clearly  that  both  innovators  and  generics  both  play 
a  valuable  role  in  social  welfare.  The  innovators  provide  the  medi- 
cal advances  that  have  been  the  cornerstone  of  our  improving 
health  care.  The  generics  offer  lower  prices  as  the  products  mature 
and  come  off  patent.  As  you  said  in  your  opening  remarks,  the  key 
is  to  find  the  proper  balance  in  our  policies  toward  intellectual 
property  rights  between  these  twin  objectives  of  drug  innovation 
and  cost  containment. 

We  have  undertaken  some  studies  of  the  1984  act,  as  well  as 
some  of  these  other  forces  impinging  on  the  industry,  and  I  wanted 
to  just  give  a  brief  summary  of  that  and  my  statement  provides 
some  further  details. 

First,  in  terms  of  the  cost  containment  objectives  of  the  act,  I 
think  it  has  clearly  been  a  tremendous  success  in  this  regard.  In 
the  early  1980's,  generic  dispensing  was  only  10  percent  or  so  of 
prescriptions.  Now,  it  is  over  40  percent.  When  major-selling  drugs 
come  off  patent,  generics  capture  the  lion's  share  of  the  market 
within  a  few  months  and  price  discounts  start  at  about  40  percent 
or  more  and  grow  as  more  generics  come  on  the  market. 

The  key  driving  force  behind  this  increased  generic  utilization 
and  price  competitiveness  has  been  the  growth  of  PBM's  and  other 
managed  care  organizations.  We  recently  had  a  conference  on  this 
issue  at  Duke  that  looked  at  what  managed  care  is  doing  in  this 
area  and  related  areas.  PBM's  encourage  generics  through  lower 
copays  and  through  MAC  programs  that  provide  maximum  ceiling 
reimbursement  for  multisource  drugs.  They  put  generics  on  pre- 
ferred status  in  formularies.  They  do  respective  drug  utilization  re- 
views that  can  identify  doctors'  prescription  behavior  and  target 
doctors  that  don't  prescribe  generics  with  "dear  doctor"  letters. 

So  there  are  substantial  measures  being  undertaken  to  expand 
the  generic  utilization,  and  I  think  if  you  look  forward,  this  is  only 
going  to  intensify  as  PBM's  and  managed  care  grown  in  scope  and 
intensity.  As  several  people  mentioned  earlier  in  the  first  panel, 
there  are  going  to  be  a  lot  of  major  drugs  coming  off  patent  be- 
tween now  and  the  turn  of  the  century,  which  will  also  be  a  force 
for  increased  generic  utilization.  The  Hatch- Waxman  Act  was  real- 
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ly  a  necessary  condition  to  allow  this  by  establishing  the  ANDA 
process. 

In  terms  of  the  drug  innovation  aspects  and  how  the  law  has  af- 
fected patent  times,  the  effects  are  much  more  mixed  in  character. 
We  have  recently  examined  the  effective  patent  lifetimes  and  the 
amount  of  patent  restoration  for  all  the  new  drug  introductions  be- 
tween 1984  and  1993.  In  looking  at  these  data,  I  think  it  is  fair 
to  say  the  latest  3  years,  1991  to  1993,  is  the  most  relevant  period 
to  consider  because  it  is  this  period  where  the  new  drugs  are  just 
beginning  to  receive  the  full  benefits  under  the  law. 

If  you  look  at  the  1991  to  1993  period,  the  average  patent  life- 
time for  new  drugs  during  that  period  was  11.7  years.  The  average 
patent  extension  was  2.3  years.  If  you  look  at  the  spectrum,  only 
9  percent  of  the  drugs  received  full  5-year  patent  extension  and  ap- 
proximately 34  percent  received  3  years  or  more.  So  two-thirds  of 
the  sample  received  less  than  3  years  of  patent  extension. 

Now,  it  is  also  true  that  total  market  exclusivity  period  has  di- 
minished, for  reasons  discussed  in  the  earlier  panel.  One  can  come 
back  to  the  issue  of  how  much,  but  the  reasons  are  very  clearly; 
namely,  generics  now  have  the  ability  to  test  products  prior  to  pat- 
ent expiration.  That  wasn't  the  case  prior  to  1984  and  they  can  rely 
on  the  innovator's  data. 

In  addition,  it  is  also  true  that  R&D  costs  per  NCE  have  contin- 
ued to  rise  over  time  and  that  there  are  increased  cost  containment 
pressures  that  are  intensifying  in  the  health  care  sector  both  here 
and  abroad.  So,  now  if  you  are  looking  forward  rather  than  back- 
ward, one  can  question  whether  the  rapid  rate  in  R&D  growth  and 
technological  innovation  that  has  been  experienced  in  this  industry 
can  be  sustained. 

In  terms  of  policy  options  and  what  should  we  do,  as  I  under- 
stand it,  we  are  just  at  a  beginning  point  of  exploring  different  op- 
tions. I  can  point  out,  though,  some  disincentive  effects  associated 
with  the  rules  that  were  devised. 

From  a  societal  perspective,  we  clearly  want  to  encourage  break- 
through products  with  our  public  policies,  and  if  you  look  at  the 
characteristics  of  breakthrough  products,  they  typically  have  above- 
average  risk  and  above-average  development  times.  Other  factors 
equal,  when  you  have  products  with  this  pattern,  they  will  not  be 
rewarded  by  the  current  rules  as  much  as  products  with  shorter 
development  times  and  they  will  result  in  below-average  effective 
patent  times.  I  am  particularly  thinking  about  the  rule  that  only 
gives  a  50-percent  wait  on  development  period,  the  time  lost  to- 
ward the  patent.  I  think  this  50-percent  rule  is  certainly  a  feature 
that  should  be  revisited  if  any  changes  in  the  law  are  to  be  consid- 
ered. 

Another  factor  is  the  data  exclusivity  period  under  title  I  govern- 
ing ANDA's,  which  is  designed  to  provide  minimal  patent  protec- 
tion for  drugs  with  little  or  no  effective  patent  remaining  when 
they  come  to  market.  I  think  5  years  is  not  an  adequate  recovery 
period  for  an  NCE  which  will  typically  cost  several  million  dollars 
to  develop,  and  the  major  countries  in  Europe  now  have  a  10-year 
exclusivity  pattern  and  this  appears  to  be  a  much  more  reasonable 
length  of  time  as  an  exclusivity  under  title  I  ANDA. 
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I  also  note  in  my  statement  that  patent  restoration  laws  have 
been  enacted  in  the  European  Community  and  in  Japan  that  are 
generally  more  favorable  to  the  R&D  segment  of  the  industry  in 
various  dimensions.  In  both  Japan  and  in  the  EC,  patent  time  lost 
during  the  development  period  is  eligible  for  full  patent  term  res- 
toration rather  than  50  percent.  In  both  of  those  countries,  generic 
firms  cannot  test  products  and  apply  for  registration  prior  to  pat- 
ent expiration.  As  I  noted,  in  the  EC  there  is  a  data  exclusivity  pe- 
riod that  is  10  years  in  most  European  countries. 

I  think  the  fact  that  Europe  and  Japan  have  made  patent  res- 
toration a  key  policy  instrument  for  encouraging  pharmaceutical 
innovation  is  another  signal  that  the  time  has  come  to  reevaluate 
Hatch- Waxman's  specific  rules.  Grenerally,  Europe  and  Japan  have 
lagged  behind  the  United  States  in  their  industrial  policies  toward 
pharmaceutical  innovation,  and  I  think  these  hearings  are  a  wel- 
come step  in  that  direction. 

The  Chairman.  Thank  you,  Doctor. 

[The  prepared  statement  of  Mr.  Grabowski  follows:] 

Prepared  Statement  of  Henry  G.  Grabowski 

The  1984  Hatch- Waxman  Act  had  two  major  objectives.  These  were  to  (1)  stimu- 
late drug  innovation  by  restoring  some  of  the  patent  time  loss  due  to  the  FDA  regu- 
latory period  and  (2)  to  facilitate  generic  entrants  and  price  competition  through  the 
establishment  of  the  Abbreviated  New  Drug  Application  (ANDA)  process.  In  Senator 
Hatch's  words,  the  law  was  designed  to  produce  "cheaper  drugs  today  and  better 
drugs  tomorrow."  A  decade  has  now  passed  since  the  law  was  enacted.  It  is  appro- 
priate to  examine  whether  the  original  objectives  of  the  Act  are  currently  being  ac- 
complished. This  is  a  particularly  relevant  time  to  consider  this  question  in  Tight 
of  the  changing  environment  now  taking  place  in  pharmaceuticals  and  other  areas 
of  the  U.S.  health  care  sector. 

In  terms  of  facilitating  generic  competition,  the  Act  has  clearly  been  a  tremendous 
success.  In  the  early  1980's,  generic  dispensing  in  the  United  States  was  around  10 
percent  of  total  prescriptions.  By  contrast  generic  prescriptions  now  account  for 
more  than  40  percent  of  total  prescriptions.  Generic  products  are  t)T)ically  launched 
at  a  35  to  40  percent  discount  to  the  corresponding  brand  name  product,  and  this 
discount  increases  steadily  as  more  generic  brands  enter  the  market  (Grabowski  and 
Vernon,  1996). 

The  growth  of  pharmacy  benefit  management  firms  (PBMs)  and  other  managed 
care  organizations  have  been  a  major  factor  increasing  generic  usage.  Over  60  per- 
cent of  employers  now  utilize  PBM  services,  and  PBMs  had  more  tnan  137  million 
covered  beneficiaries  in  1995.  PBMs  employ  a  number  of  measures  to  encourage  ge- 
neric usage.  These  include  lower  co-pays  for  generic  products  and  maximum  allow- 
able reimbursement  levels  for  multiple  source  products.  Generics  are  also  given  pri- 
ority status  on  drug  formularies  designed  to  accomplish  therapeutic  substitution 
among  competing  drug  entities  in  the  same  therapeutic  class.  In  addition,  physi- 
cians that  disproportionately  write  dispense  as  written  (DAW)  for  brand  name  prod- 
ucts are  targeted  in  drug  utilization  reviews.  They  can  be  excepted  to  receive  "Dear 
Doctor"  letters  and  counter  detailing  visits  by  PBM  representatives  (Grabowski  and 
MuUins,  1996). 

These  managed  care  policies  for  encouraging  generic  prescribing  have  become  a 
major  factor  contributing  to  the  rapid  erosion  of  branded  drugs  sales  revenues  when 
patents  expire.  We  have  studied  this  issue  in  a  forthcoming  paper  (Grabowski  and 
Vernon,  1996).  Recent  cohorts  of  major  drugs  coming  off  patent  have  experienced 
accelerating  rates  of  sales  losses  to  generics.  In  this  respect,  the  1993  cohort  lost 
over  50  percent  of  their  market  share  (in  units)  during  the  first  six  months  of  ge- 
neric competition,  compared  to  31  percent  for  the  1989-90  cohort.  Many  blockbuster 
drugs  like  Tagamet  have  lost  over  90  percent  of  their  sales  revenues  within  one  year  i 
of  patent  expiration. 

By  making  entry  into  the  market  relatively  easy  for  generic  products,  the  1984 
Act  provided  the  necessary  underpinnings  for  the  dramatic  growth  of  the  generic 
dispensing  now  occurring  under  managed  care.  Consumers  and  purchasers  of  phar- 
maceuticals have  clearly  benefited  significantly  from  the  lower  prices  of  generic  cu-  • 
mulative  savings  to  consumers  and  payors  is  now  over  several  billion  dollars.  Phar- : 
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macists  also  appear  to  be  significant  beneficiaries  of  the  Act,  given  the  larger  abso- 
lute price  markup  on  generic  drugs  compared  to  their  brand  name  counterparts.  Ge- 
neric firms,  of  course,  have  benefited  with  billions  of  dollars  in  cumulative  sales  and 
profits. 

While  generic  competition  is  thriving,  the  effects  of  the  1984  Act  on  the  incentives 
for  drug  innovation  are  more  mixed  in  character.  We  have  recently  performed  an 
analysis  of  effective  patent  life  for  new  drug  introductions  (Grabowski  and  Vernon, 
1996).  The  most  current  period  studied  in  our  work  is  1991-93.  This  is  the  most 
relevant  period  to  judge  the  patent  restoration  benefits  of  the  1984  Act.  Prior  to 
1990,  there  are  only  a  handful  of  new  drugs  that  were  eligible  to  receive  full  benefits 
of  patent  term  extension,  given  the  transition  rules  of  the  Act.  By  1993,  all  but  two 
drugs  in  that  year's  cohort  received  fiill  patent  restoration  benefits  allowable  under 
the  Act. 

Our  analysis  indicates  that  the  1984  Act  has  led  to  modest  increases  in  patent 
terms.  The  average  effective  patent  life  for  new  drug  introductions  coming  to  the 
market  in  the  1991-93  period  was  11.7  years.  This  includes  an  average  patent  term 
extension  of  2.3  years.  Furthermore,  only  9  percent  of  the  new  drug  introductions 
in  this  period  received  the  maximum  five-year  extensions  permitted  under  the  Act, 
and  only  34  percent  received  patent  extensions  in  excess  of  three  years. 

While  effective  patent  lifetimes  on  new  drugs  introduced  in  the  early  '90s  have 
increased  moderately  due  to  the  Hatch-Waxman  Act,  the  period  of  overall  market 
exclusivity  has  actually  declined  compared  to  what  was  experienced  by  pre- 1984 
drugs.  Thiis  is  because  prior  to  1984,  generic  products  had  to  do  more  extensive  test- 
ing and  also  had  to  wait  until  after  patent  expiration  to  initiate  any  testing.  Under 
the  1984  Act,  generic  firms  can  initiate  testing  prior  to  patent  expiration  and  need 
only  demonstrate  bioequivalence  to  pioneer  drugs  to  obtain  FDA  approval.^ 

While  these  provisions  facilitate  generic  entry  in  a  cost-efficient  manner,  they  also 
have  led  to  a  shorter  overall  market  exclusivity  period  for  pioneer  drugs  afi;er  1984. 
'This  shortening  of  market  exclusivity  periods  has  occurred  in  a  period  when  R&D 
costs  and  times  have  continued  to  rise  and  new  product  sales  revenues  have  come 
under  increased  competitive  pressures  both  here  and  abroad  (Grabowski,  1995). 

In  light  of  these  developments.  Congress  must  decide  whether  the  current  rules 
and  formulas  on  patent  term  restoration  appropriately  balance  the  twin  concerns  of 
encouraging  drug  innovation  incentives  ana  price  competition  from  generic  products. 
Economic  analysis  does  not  provide  a  precise  numerical  value  for  the  optimal  patent 
life  in  pharmaceuticals.  However,  these  are  numerous  economic  studies  that  under- 
score the  critical  role  of  intellectual  property  rights  and  patent  life  times  to  pharma- 
ceutical innovation  (Levin  et  al,  1977;  Mansfield,  1986;  Grabowski  and  Vernon, 
1987).  Among  all  high  tech  industries,  pharmaceuticals  is  the  one  with  the  lowest 
ratio  of  imitation  costs  to  innovation  costs,  thus-making  patent  protection  essential 
to  R&D  development  (Scherer,  1995). 

From  a  societal  welfare  standpoint,  it  is  especially  important  that  R&D  projects 
capable  of  producing  medical  breakthroughs  oe  encouraged.  The  current  rules  on 
patent  term  restoration  have  the  undesirable  feature  that  breakthrough  products 
that  are  subject  to  very  high  risks  and  above  average  expected  development  periods 
will  end  up  with  below-average  effective  patent  lifetimes  (other  factors  equal).  This 
is  because  any  patent  time  lost  in  the  development  period  is  eligible  for  only  partial 
restoration  (i.e.,  50  percent).  This  is  a  provision  that  warrants  particular  attention 
by  Congress  in  any  comprehensive  review  of  the  1984  Act. 

It  is  also  worth  re-examining  this  provision  given  the  enactment  of  FDA  user  fees 
by  Congress.  Under  the  user  fee  regime,  FDA  has  pledged  to  cut  review  times  by 
significant  amounts  over  the  next  several  years.  If  FDA  meets  their  targets,  this 
could  be  an  important  stimulus  for  drug  innovation.  However,  some  observers  feel 
that  shorter  review  times  will  mean  longer  development  times.  In  other  words,  FDA 
may  push  current  delays  in  the  approval  process  backward  into  the  development 
process.  If  this  occurs,  it  will  lead  to  reduced  effective  patent  lifetimes  for  new  drugs 
under  the  current  formula  for  patent  term  restoration. 

Another  feature  of  the  Act  that  should  receive  Congressional  attention  is  the  five- 
year  data  exclusivity  period  on  the  pioneer's  safety  and  efficacy  data  under  Title  1, 
ANDAs.  This  provision  is  designed  to  provide  a  minimal  level  of  protection  for  drug 
products  that  are  not  patentable  or  have  less  than  five  years  of  effective  patent  life 
remaining  at  the  time  of  FDA  approval.  It  seems  obvious,  however,  that  five  years 
is  a  very  short  term  to  recover  the  hundreds  of  millions  of  dollars  of  R&D  required 
by  the  typical  new  drug  introduction  (DiMasi  et  al,  1991). 

The  European  Community  has  recently  enacted  patent  restoration  for  pharma- 
ceuticals. The  EC  law  is  more  favorable  to  drug  innovation  than  the  U.S.  law  in 
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several  dimensions.  First,  patent  time  lost  during  clinical  development  is  eligible  for 
full  patent  term  restoration.  Second,  the  EC  law  has  a  data  exclusivity  period  of  6 
to  10  years  compared  to  the  5-year  period  in  the  United  States.  Third,  generic  firms 
in  Europe  are  not  able  to  begin  testing  and  registration  activities  until  after  patent 
expiration  as  is  the  case  in  the  United  States.  The  patent  restoration  law  enacted 
by  Japan  in  1988  also  has  more  generous  benefits  for  drug  innovators  than  Hatch- 
Waxman. 

Historically  Europe  and  Japan  have  implemented  industrial  policies  that  have 
been  much  less  favorable  to  pharmaceutical  innovation  than  the  United  States 
(Grabowski,  1989).  The  fact  that  they  have  decided  to  provide  an  increased  stimulus 
for  drug  innovation  by  changing  their  intellectual  policies  on  property  rights  says 
a  great  deal  about  the  changing  global  environment  for  pharmaceutical  innovation. 
This  is  a  very  timely  issue  for  current  Congressional  consideration.  These  hearings 
are  a  welcome  first  step  in  this  process. 
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FOOTNOTE 

iJohn  Vernon  and  I  have  done  a  preliminary  estimate  of  the  value  of  the  so-called  Bolar 
Amendment  to  the  Act  that  allows  generic  firms  to  perform  bioequivalence  testing  and  apply 
for  FDA  approval  prior  to  patent  expiration.  Our  analysis  is  undertaken  using  a  sample  of  54 
drugs  that  experienced  their  patent  expiration  and  initial  generic  competition  over  the  period 
1985  to  1992.  A  major  assumption  of  our  analysis  is  that,  absent  the  Bolar  Amendment,  it  would 
have  taken  generic  products  an  average  of  30  months  after  patent  expiration  to  do  the  required 
testing  and  obtain  FDA  approval  through  the  abbreviated  new  drug  application  (ANDA)  proce- 
dure. Using  this  assimiption  and  sales  data  from  IMS  for  each  of  the  54  drug  products,  we  esti- 
mated that  the  Bolar  Amendment  resulted  in  3.2  billion  dollars  (in  1994$)  in  added  generic  sales 
revenues  for  this  sample  of  drugs. 

The  Chairman.  Mr.  Perry,  we  will  turn  to  you. 

STATEMENT  OF  DANIEL  PERRY 

Mr.  Perry.  Thank  you,  Mr.  Chairman,  and  thank  you  for  the  op- 
portunity to  testify  here  today.  I  am  Daniel  Perry  and  I  am  execu- 
tive director  of  the  Alliance  for  Aging  Research.  The  Alliance  is  an 
independent  not-for-profit  organization  working  to  stimulate  aca- 
demic, government,  and  private  sector  research  into  the  chronic 
diseases  of  aging. 

Senator  Hatch,  by  shepherding  the  Hatch- Waxman  Act  through 
Congress  in  1984,  you  and  Representative  Waxman  crafted  a  care- 
ful balance  of  competing  interests.  In  today's  very  different  re- 
search environment,  we  believe  it  is  prudent  to  consider  adjust- 
ments that  would  update  this  legislation  to  account  for  changes  in 
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the  regulatory  environment  and  changes  in  the  economics  of  health 
care  delivery. 

I  would  like  to  remind  this  committee  of  the  broad  demographic 
context  of  our  present  condition.  The  United  States  and  much  of 
the  world  is  experiencing  a  profound  and  wholly  unprecedented  de- 
mographic revolution  toward  greater  longevity  for  human  beings. 
Over  the  next  three  decades,  our  population  of  people  over  the  age 
of  65  will  more  than  double  to  some  70  million  people,  and  the  fast- 
est growing  age  group,  people  over  the  age  of  85,  will  nearly  quad- 
ruple to  at  least  9  million. 

With  aging,  there  are  increased  risks  from  a  host  of  chronic  dis- 
eases. At  midlife,  our  chances  of  developing  heart  disease,  stroke, 
arthritis,  osteoporosis,  and  other  diseases  of  aging  begin  to  double 
about  every  5  years.  The  costs  of  these  diseases,  even  in  purely  eco- 
nomic terms,  are  staggering.  If  you  add  up  the  costs  of  just  eight 
diseases  of  aging — osteoporosis,  stroke,  depression,  arthritis,  Alz- 
heimer's disease,  diabetes,  cancer,  and  heart  diseases — the  total 
costs  amount  to  $573  billion  spent  each  year  by  government,  busi- 
nesses, and  families.  Unless  we  discover  better  ways  to  treat,  pre- 
vent, or  postpone  these  diseases,  this  figure  will  grow  exponentially 
along  with  our  older  population. 

If  we  are  left  to  rely  principally  on  palliative  health  care,  pain 
killers,  and  nursing  homes  to  care  for  our  elderly,  we  risk  economic 
and  social  catastrophe.  Fortunately,  there  is  a  wiser,  less  expen- 
sive, and  more  humane  alternative;  that  is,  investment  in  bio- 
medical research. 

The  first  approved  drug  for  Alzheimer's  disease  cleared  the  Food 
and  Drug  Administration  2  years  ago  and  now  there  are  14  more 
Alzheimer's  drugs  being  developed  for  the  market.  There  are  also 
15  new  medicines  for  the  treatment  of  osteoporosis,  the  major 
cause  of  hip  fractures,  and  107  medicines  currently  undergoing 
testing  for  heart  disease  and  stroke. 

But  let's  be  clear  about  this.  America's  biomedical  research  enter- 
prise, public  and  private,  is  in  danger  of  neglect  as  never  before  in 
my  lifetime.  If  the  National  Institutes  of  Health  budget  does  not  in- 
crease by  at  least  4  percent  annually  in  the  1990's,  the  biomedical 
research  rate  of  inflation  will  erode  the  fundamental  NIH  infra- 
structure, and  Senators  know  how  difficult  it  will  be  to  maintain 
increases,  given  the  current  budget  environment. 

Meanwhile,  downward  cost  pressures  exerted  by  the  movement 
of  older  people  and  others  into  HMO's  and  other  forms  of  managed 
care  may  further  erode  traditional  support  for  research  and  physi- 
cian training  through  graduate  medical  education.  Therefore,  it  is 
critical  to  keep  up  the  momentum  of  private  sector  pharmaceutical 
and  biotechnology  research. 

Perhaps  it  is  time  to  consider  restriking  the  balance  between 
both  the  generic  and  pioneer  industries  in  order  to  ensure  that  we 
not  only  benefit  consumers  of  drugs  today,  but  also  provide  mean- 
ingful incentives  for  research  and  development  which  will  benefit 
patients  and  really  all  of  us  tomorrow. 

I  believe  we  have  before  us  a  unique  opportunity  during  this  re- 
consideration to  lay  the  groundwork  for  a  new  national  research 
partnership.  This  committee  should  consider  the  effect  of  voluntary 
mechanisms  by  research-based  industry  that  could  open  new  fund- 
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ing  streams  aimed  specifically  at  enhancing  the  quality  of  life  and 
the  independence  of  older  Americans.  Obviously,  this  concept  needs 
to  be  explored  further,  Mr.  Chairman,  but  I  believe  it  is  worthy  of 
consideration. 

There  is  a  clear  need  to  assure  a  robust  R&D  climate  so  that  the 
pioneer  industry  will  be  incentivized  to  take  risks.  Patent  incen- 
tives, which  are  the  keystone  of  biomedical  research,  could  be 
strengthened  by  fully  compensating  pharmaceutical  patent-holders 
for  patent  life  lost  during  the  time  it  takes  to  bring  new  medicines 
to  market.  Nonpatent  incentives,  which  are  equally  important, 
must  also  be  enhanced. 

A  fair  balance  of  interests  must  be  retained  in  the  Hatch- Wax- 
man  Act.  Otherwise,  not  only  will  consumers  suffer,  but  our  global 
leadership  in  innovative  research  will  be  in  jeopardy.  We  need  to 
commit  all  parties  to  assuring  the  protection  and  the  enlargement 
of  the  national  treasure  house  of  biomedical  research.  Therefore,  I 
am  taking  this  opportunity,  Mr.  Chairman,  to  call  on  representa- 
tives from  both  industries,  managed  care  organizations,  academic 
health  centers,  patient  groups,  and  the  Federal  Government  to 
come  together  to  explore  such  a  voluntary  new  partnership. 

I  thank  you  and  I  would  be  happy  to  respond  to  any  questions. 
I  have  a  fuller  text  for  the  record,  as  well  as  a  report  which  I  would 
like  to  have  added  called  "Putting  Aging  on  Hold:  Delaying  the  Dis- 
eases of  Old  Age,"  which  was  originally  presented  at  the  White 
House  Conference  on  Aging. 

The  Chairman.  Well,  thank  you  so  much,  Mr.  Perry.  We  will  put 
all  of  that  into  the  record. 

Mr.  Perry.  Thank  you. 

The  Chairman.  I  think  we  are  building  a  pretty  interesting 
record  here  on  some  very,  very  interesting  questions. 

[The  prepared  statement  of  Mr.  Perry  follows:] 

Prepared  Statement  of  Daniel  Perry 

Mr.  Chairman  and  Members  of  the  Committee: 

Thank  you  for  the  opportunity  to  testify  before  this  committee  today.  I  am  Daniel 
Ferry,  Executive  Director  of  the  Alliance  for  Aging  Research,  which  is  an  independ- 
ent, not-for-profit  organization  working  to  stimulate  academic,  government  and  pri- 
vate sector  research  in  the  chronic  diseases  of  aging.  The  Alliance  for  Aging  Re- 
search IS  supported  by  funding  from  foundations,  other  not-for-profit  organizations 
and  a  wide  diversity  of  corporations  including  financial  services,  aerospace  health 
care  dehvery  and  pharmaceutical  companies.  I  would  like  to  share  with  you  some 
thoughts  on  the  importance  of  assuring  strong  incentives  for  pharmaceutical  re- 
search in  human  aging.  As  this  research  succeeds,  we  will  gain  the  power  literally 
to  put  on  hold  some  of  the  decline  and  infirmities  associated  with  aging  Success 
will  pay  enormous  dividends  for  older  Americans,  their  families  and  for  the  nation 
as  a  whole.  Without  sustained  innovation  and  discoveries,  however,  we  risk  over- 
whelmingly high  costs  of  hospital  and  nursing  home  care  for  growine  numbers  of 
seniors.  ^ 

Senator  Hatch,  by  shepherding  the  Hatch-Waxman  Act  through  Congress  in  1984, 
you  and  Representative  Waxman  did  a  great  service  for  our  country.  As  you  know, 
this  statute  embodied  a  careful  balance  of  competing  interests.  It  fostered  a  robust 
generic  drug  industry  that  competes  in  the  pharmaceutical  marketplace.  At  the 
same  time,  the  law  gave  the  pioneer  pharmaceutical  industry  both  patent  and  non- 
patent incentives  to  innovate. 

In  toda/s  very  different  research  environment,  we  believe  it  is  prudent  to  con- 
sider adjustments  that  would  update  this  legislation  to  account  for  changes  in  the 
regulatory  environment  and  changes  in  the  economics  of  health  care  delivery 

I  would  like  to  remind  the  committee  of  the  broad  demographic  context  of  our 
present  condition.  The  United  States  and  much  of  the  world  is  experiencing  a  pro- 
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found  and  wholly  unprecedented  demographic  revolution  toward  greater  longevity 
for  human  beings.  Every  day  in  our  country  another  6,000  people  celebrate  their 
65th  birthday.  And  now  the  Baby  Boom  generation  is  coming  up  to  bat.  This  past 
January  the  first  of  that  generation  turned  50,  and  became  eligible  to  join  the  na- 
tion's largest  senior  citizen  organization.  By  the  end  of  1996  some  3.4  million  baby 
boomers  will  have  turned  50.  Over  the  next  three  decades,  our  population  of  people 
over  age  65  will  more  than  double  to  some  70  million  people,  and  the  numbers  of 
people  over  age  85  will  nearly  quadruple  to  at  least  9  million. 

Most  of  us  can  look  forward  to  healthy,  active  senior  years.  But  with  aging  there 
is  increased  risks  from  a  host  of  chronic  diseases.  At  mid-life,  our  chances  of  devel- 
oping heart  disease,  stroke,  arthritis,  osteoporosis  and  other  diseases  of  aging  begin 
to  double  about  every  five  years.  The  costs  of  these  diseases — even  in  purely  eco- 
nomic terms — is  staggering.  If  you  add  up  the  cost  of  just  eight  diseases  of  aging — 
osteoporosis,  stroke,  depression,  arthritis,  Alzheimer's  disease,  diabetes,  cancer  and 
heart  disease — it  totals  $573  billion. 

Unless  we  discover  better  ways  to  treat,  prevent  or  postpone  these  diseases,  this 
figure  will  grow  exponentially  along  with  our  older  population.  If  we  continue  to  rely 
principally  on  palliative  healthcare,  pain  killers  and  nursing  homes  to  care  for  our 
elderly,  we  risk  economic  and  social  catastrophe.  Fortunately,  there  is  a  wiser,  less 
expensive  and  more  humane  alternative — investment  in  biomedical  research. 

Even  a  brief  delay  in  the  incidence  of  age-related  disability  can  translate  into  dra- 
matic savings  for  our  economy.  It  is  estimated  that  postponing  physical  dependency 
for  older  Americans  by  just  one  month  would  save  the  nation  $5  billion  a  year  in 
healthcare  and  nursing  home  costs.  Postponing  the  onset  of  Alzheimer's  disease  by 
just  five  years  would,  in  time,  save  $50  billion  a  year  in  healthcare  costs.  And  a 
five-year  delay  in  the  onset  of  cardiovascular  disease  could  save  an  estimated  $69 
billion  a  year. 

The  Alliance  for  Aging  Research  is  encouraged  that  research-intensive  pharma- 
ceutical companies  are  searching  actively  for  treatments  for  the  diseases  of  aging. 
The  first  approved  drug  for  Alzheimer's  disease  cleared  the  Food  and  Drug  Adminis- 
tration two  years  ago,  and  now  there  are  14  more  Alzheimer's  drugs  in  development. 
There  are  also  15  new  medicines  in  development  for  osteoporosis — the  major  cause 
of  hip  fractures — and  107  medicines  currently  undergoing  testing  for  heart  disease 
and  stroke.  This  is  good  news,  and  we  must  sustain  the  research  momentum.  Like 
Sisyphus  in  Greek  mythology,  we  are  pushing  a  gigantic  rock  up  a  steep  slope.  If 
we  falter,  the  boulder  will  crush  us. 

Meanwhile,  the  American  biomedical  research  enterprise  is  in  jeopardy  on  many 
fronts: 

Although  older  Americans  account  for  more  than  one-third  of  all  healthcare 
spending,  the  National  Institutes  of  Health  (NIH)  allocated  only  7  percent  of  its  fis- 
cal year  1995  budget  specifically  to  aging-related  research. 

If  the  NIH  budget  does  not  increase  by  at  least  4  percent  annually,  the  biomedical 
research  rate  of  inflation  will  erode  the  infrastructure  for  research  and  discovery, 
and  Senators  know  how  difficult  it  will  be  to  maintain  increases  in  the  present 
budget  environment. 

Under  the  budget  for  fiscal  year  1996,  funds  for  the  National  Institute  on  Aging 
will  actually  decrease  by  $4.4  million  from  the  previous  year  after  adjusting  for  in- 
flation. 

Downward  cost  pressures  exerted  by  the  movement  of  older  people  into  HMOs 
and  other  forms  of  managed  care  may  further  erode  traditional  support  for  research 
and  physician  training  through  graduate  medical  education. 

In  view  of  these  warning  signs,  it  is  critical  to  keep  up  the  momentum  of  private- 
sector  pharmaceutical  research.  Perhaps  it  is  time  to  consider  re-striking  the  bal- 
ance between  both  the  generic  and  pioneer  industries  in  order  to  ensure  that  we 
not  only  benefit  consumers  of  drugs  today,  but  also  provide  meaningful  incentives 
for  research  and  development  which  will  benefit  patients  and  all  of  us  tomorrow. 
I  believe  we  have  before  us  a  unique  opportunity  during  this  reconsideration  to  lay 
the  groundwork  for  a  new  national  research  initiative. 

This  committee  should  consider  the  effect  of  voluntary  mechanisms  by  the  re- 
search-based industry  that  could  open  new  funding  streams  aimed  specifically  at  en- 
hancing the  quality  of  life  and  independence  of  older  Americans.  Obviously,  this  con- 
cept needs  to  be  explored  ftirther,  Mr.  Chairman,  but  I  believe  it  is  worthy  of  consid- 
eration. 

Innovation  needs  to  be  preserved  and  we  must  attract  the  brightest  of  our  young 
scientists,  encouraging  them  to  enter  the  field  of  biomedical  research  and  discover 
advances  that  will  benefit  all  of  us  as  we  age.  At  the  same  time,  there  is  a  clear 
value  to  lower  prices  and  greater  availability  of  drugs.  No  one  should  be  denied  the 
benefits  of  modem  day  medicines  and  therapies.  We  must  encourage  access,  but  we 
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must  not  diminish  incentives  for  innovative  research.  Indeed,  there  would  be  fewer 
innovative  medicines  for  generic  manufacturers  to  copy  if  the  incentives  for  pharma- 
ceutical research  are  dampened.  There  is  a  need  for  a  robust  R&D  climate  so  that 
the  pioneer  industry  will  be  incentivized  to  take  risks.  There  are  at  least  two  spe- 
cific mechanisms  that  I  would  urge  you  to  consider  in  order  to  accomplish  that  re- 
sult. The  first  is  patent  incentives,  which  are  the  keystone  of  biomedical  research 
and  which  could  be  strengthened  by  ftilly  compensating  pharmaceutical  patent  hold- 
ers for  patent  life  lost  during  the  time  it  takes  to  bring  new  medicines  to  market. 
The  second  is  non-patent  incentives,  which  are  equally  important  and  must  be  en- 
hanced. For  example,  we  could  provide  meaningful  product  exclusivity  when  a  new 
use  is  approved  for  an  existing  product,  and  we  could  harmonize  our  five-year  data 
exclusivity  with  the  ten-year  exclusivity  granted  overseas. 

A  fair  balance  of  interests  must  be  retained  in  the  Hatch-Waxman  Act.  Otherwise, 
not  only  will  consumers  suffer  but  our  global  leadership  in  innovative  research  will 
be  in  jeopardy.  We  need  to  commit  all  parties  to  assuring  the  protection  and  the 
enlargement  of  the  national  treasure  house  of  research.  Consequently,  I  am  taking 
this  opportunity  to  call  on  representatives  from  both  industries,  managed  care  orga- 
nizations, foundations,  patient  groups,  and  the  federal  government  to  come  together 
to  explore  such  a  voluntary  initiative. 

I  thank  you  and  I  would  be  happy  to  respond  to  any  questions. 

The  Chairman.  Ms.  Homing,  we  will  finish  with  you. 
STATEMENT  OF  DIXIE  HORNING 

Ms.  Horning.  Thank  you,  Mr.  Chairman.  Of  course,  being  last, 
I  am  sure  everybody  is  wishing  to  get  to  lunch.  Yesterday,  when 
I  was  talking  about  coming  here,  I  got  in  a  conversation  with  my 
minister  and  he  asked  me  if  I  ever  thought  about  the  thereafter, 
and  I  said,  well,  certainly,  I  do;  I  go  outside  and  I  go  around  the 
house  and  I  open  the  refrigerator  and  I  ask,  what  am  I  here  after? 

There  are  two  things  I  am  here  after.  The  first  is  to  bring  to  you 
the  face  of  a  consumer  that  we  tend  to  speak  for,  a  person  that  is 
affected  by  this  act,  and  to  actually  advocate  that  this  act  has  been 
very  effective  for  the  consumer. 

There  are  many  figures  that  have  been  tossed  around  today — the 
cost  of  savings  to  consumers,  the  cost  of  R&D,  the  cost  of  brand 
names,  and  all  of  those  complex  complications  that  we  see  in  our 
day-to-day  living  and  for  the  person  who  calls  me.  Who  calls  the 
Gray  Panthers  is  a  person  named  Sally  and  Eleanor.  They  are  an 
older  couple;  one  is  65,  one  is  89.  These  are  the  people  that  we  are 
concerned  with. 

As  in  millions  of  examples  across  the  United  States,  retired  and 
living  together,  they  lived  on  a  fixed  income  of  $1,349  per  month. 
Food,  housing,  utilities,  clothing,  and  other  necessities  must  be 
paid  from  this  sole  source  of  income.  Like  many  other  older  Ameri- 
cans, both  Sally  and  her  mother  suffer  from  chronic  medical  condi- 
tions which  require  multiple  medications,  and  like  anyone  with  a 
medical  problem,  Eleanor  and  Sally  place  their  prescribed  medi- 
cines on  the  top  of  their  priority  list  of  necessities,  often  forcing 
them  to  choose  between  eating  and  taking  their  medicine.  Some- 
times, they  simply  go  without.  j 

One  medication  on  the  top  of  Eleanor's  and  her  mother's  list  is 
one  that  they  must  take  daily.  Not  only  is  the  individual  cost  of 
this  medicine  shockingly  expensive,  but  it  is  more  astonishing  that 
it  takes  up  25  percent  of  their  total  income.  That  is  every  single 
month.  Would  they  welcome  a  more  affordable  generic  version  of 
the  same  drug?  I  think  you  would  answer  yes,  and  I  think  we  all : 
know  that  Americans  would  answer  yes.  That  is  the  condition  that  | 
certain  Americans  are  in  today. 
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Mr.  Chairman,  I  guess  the  majority  of  us  here  sitting  today  have 
a  health  care  plan.  We  have  one.  There  are  40  million  Americans 
without  one  and  they  are  worrying  constantly,  day  to  day,  how  they 
are  going  to  meet  those  kinds  of  ends.  Looking  at  the  overall  ex- 
penses, perhaps  prescription  medications  make  a  very  small  por- 
tion, but  it  is  the  day-to-day  cost  to  the  American  public  and  to  the 
consumer  whom  we  think  we  represent. 

Thanks  to  the  Hatch- Waxman  Act,  we  know  that  it  is  90  percent 
less  of  the  drug  they  will  pay.  Generic  drugs  typically  enter  the 
market  at  50  percent  less  than  the  brand  name  version  and  can 
provide  savings  immediately  to  that  consumer.  No  one  disputes  the 
amount  of  research  and  development  within  the  pharmaceutical  in- 
dustry, especially  for  brand  name  makers,  to  bring  brand  products 
to  market  for  the  benefit  of  everyone.  As  a  matter  of  fact,  I  just 
saw  recently,  and  I  think  it  was  in  the  Wall  Street  Journal  today, 
large  ads  about  how  they  are  on  the  breakthrough  of  finding  cures 
for  Alzheimer's  and  AIDS.  Hardly  a  week  passes  when  there  is  not 
some  announcement  from  FDA  or  pharmaceutical  companies  re- 
garding this  new  research. 

Mr.  Chairman,  I  find  it  interesting  that  today — and  I  know  they 
are  smarter  than  I  am — they  are  saying  they  cannot  find  research 
dollars.  I  think  it  would  be  naive  for  us  to  think  that  the  pharma- 
ceutical industry  is  not  a  good  industry,  and  we  want  it  to  be 
strong  economically.  But  we  also  know  that  there  are  profits  being 
made,  and  what  profits  at  what  cost? 

From  my  understanding  of  the  act,  both  the  brand  name 
drugmakers  and  the  generic  drugmakers  receive  concessions  in 
what  many  call  a  win/win  situation  under  the  provisions  of  this 
act.  However,  most  importantly,  the  act  had  the  consumer  at  its 
heart,  and  let  us  not  lose  that  focus. 

I  also  liken  the  act  to  adding  the  3-point  basketball  line.  When 
you  did  the  act,  it  was  like  adding  that  additional  scoring  possibil- 
ity. You  widened  the  field  for  shorter  players  to  play.  You  made  it 
where  it  was  accessible  to  everyone. 

So  we  appreciate  this  time.  We  do  have  written  testimony  and 
we  will  answer  questions. 

The  Chairman.  We  will  put  your  written  testimony  into  the 
record. 

I  appreciate  the  testimony  of  all  three  of  you. 

Some  consumer  advocates  would  like  to  increase  incentives  for 
long-term  biomedical  research  by  such  mechanisms  as  adjusting 
the  Hatch-Waxman  Act.  Others  argue  that  the  interest  in  low-cost 
medications  countervails  against  changing  Hatch-Waxman.  Those 
seem  to  be  some  of  the  major  arguments  here  today.  Drug  ap- 
proval, I  think  everybody  would  agree,  is  more  costly  and  time-con- 
suming than  back  in  1984  when  we  enacted  the  act.  Increasing  the 
incentives  for  pharmaceutical  R&D  by  changing  the  intellectual 
property  laws,  such  as  has  been  done  recently  in  the  EC  and 
Japan,  will  speed  up  the  pace  at  which  such  breakthrough  medica- 
tions are  being  developed  in  the  future. 

Now,  let  me  just  ask  this  to  you,  Mr.  Perry,  and  you,  Ms.  Horn- 
ing. Both  of  you  serve  as  advocates  for  our  Nation's  seniors,  and 
I  commend  you  for  your  efforts  and  service.  Mr.  Perry  reminds  us 
that  more  than  6,000  Americans  turn  65  each  and  every  day.  I  am 
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not  there  yet,  but  my  friend,  Ted  Kennedy,  will  be  there  next  year, 
and  I  am  going  to  remind  him  of  it.  [Laughter.] 

Another  one  of  my  friends,  Strom  Thurmond,  turned  65  before 
Medicare  was  enacted,  but  we  grandfathered  him  in  anyway. 
[Laughter.] 

My  question  for  each  of  you  is  a  tough  one  and  it  is  one  with 
which  the  Congress  has  to  struggle  as  well,  and  that  is  this.  On 
the  margin,  would  you  rather  spend  the  next  incremental  dollar  on 
research  into  diseases  affecting  the  aging  population  or  would  you 
urge  the  Congress  to  adopt  policies  that  would  result  in  this  dollar 
being  saved  by  the  elderly  in  the  form  of  purchases  of  lower  cost 
generic  drugs? 

Mr.  Perry. 

Mr.  Perry.  First  of  all,  I  think  that  none  of  us  should  tolerate 
older  people  being  denied  access  to  drugs  on  the  basis  of  cost  alone, 
and  that  is  why  my  organization  has  supported  at  other  times  and 
other  places  a  Medicare  prescription  drug  benefit  for  the  elderly. 

If  we  were  in  a  steady  state  in  terms  of  our  population.  Senator, 
I  might  say  let's  lean  toward  today's  consumer  in  the  short  run. 
But  given  the  exponential  doubling  and  tripling,  and  in  some  cases 
quadrupling  of  the  oldest  old  in  our  population,  the  aging  of  the 
baby  boom,  and  the  overwhelming  costs  of  age-related  diseases  for 
which  we  don't  yet  have  that  breakthrough  that  will  allow  an  older 
person  to  live  in  dignity  and  quality  of  life  instead  of  a  nursing 
home,  I  think  we  need  to  place  that  next  dollar  on  the  hope  and 
promise  of  breakthroughs  from  biomedical  research  in  conditions 
such  as  Alzheimer's. 

The  Chairman.  Ms.  Horning. 

Ms.  Horning.  I  tend  to  disagree  because,  again,  going  back  to 
what  the  Hatch  Act  was  going  to  do  in  the  first  place,  if  we  can 
do  both  by  encouraging  the  brand  names  and  the  generics  to  work 
on  the  research,  I  think  we  can  combine  those  dollars.  I  think  the 
answer  is  not  an  either/or.  It  is  what  are  we  doing  with  our  total 
research  dollars  in  the  first  place.  Can  we  combine  NIH,  can  we 
combine  public  sector  money,  can  we  combine  private  sector 
money? 

I  think  I  heard  earlier  that  Senator  Heflin  asked  the  companies 
to  get  together  and  work  this  out.  That  is  part  of  the  answer,  but 
it  is  the  Government's  role  to  ensure  that  our  consumers  do  have 
adequate  health  care  and  can  afford  it. 

The  Chairman.  Dr.  Grabowski,  let  me  ask  you  this  question.  You 
say  in  your  testimony  that  a  recently  adopted  European  Commu- 
nity patent  restoration  law  is  more  favorable  than  United  States 
law.  Can  you  tell  us  more  about  this  law  and  what  long-term  ef- 
fects you  believe  this  law  may  have  on  drug  development  in  the 
United  States  and  in  the  European  Community,  and  to  the  extent 
that  you  are  aware  of  patent  restoration  policies  in  Japan,  could 
you  also  comment  on  those  as  well? 

Mr.  Grabowski.  Yes;  as  I  mentioned,  in  the  European  Commu- 
nity you  can  get  a  patent  restoration  which  doesn't — ^you  measure 
the  time  from  the  time  of  patent  restoration  to  the  time  of  ap- 
proval, and  then  it  is  capped  by  5  years,  but  there  is  no  50  percent 
for  development  time  as  in  Hatch-Waxman.  The  development  time 
is  potentially  fully  allocable  toward  lost  patent  time. 
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In  addition,  when  patents  expire,  there  is  a  period  where 
generics  would  have  to  do  testing  and  registration  that  would  ex- 
tend overall  market  exclusivity.  So  I  think  the  de  facto  patent  and 
market  exclusivity  time  is  considerably  longer.  It  has  only  been  in 
effect  a  few  years  in  Europe,  so  it  is  too  soon  to  see  what  the  effect 
has  been.  But  in  Japan,  a  more  liberal  law  has  been  in  effect  since 
1988  and  the  rate  of  growth  of  R&D  and  the  number  of  important 
new  drugs  coming  out  of  Japan  since  the  late  1980's  is  really,  you 
know,  I  think,  reflective  of  a  more  favorable  environment  there,  not 
only  for  patent  protection,  but  in  other  dimensions  as  well. 

The  Chairman.  You  are  cited  as  one  of  the  sources  for  a  key 
point  made  by  the  PhRMA  testimony  and  this  new  Boston  Consult- 
ing Group  study.  Now,  your  testimony  says  that  while  patent  life 
increased  moderately  for  drugs  introduced  in  the  early  1990's,  over- 
all, under  the  Hatch-Waxman  Act,  there  was  actually  a  decline  in 
market  exclusivity.  Could  you  just  explain  that  a  little  bit  further 
and  whether  you  think  that  this  decline  will  continue  in  the  fu- 
ture? 

Mr.  Grabowski.  Well,  the  decline  was  for  the  reasons  mentioned 
earlier.  Essentially,  prior  to  the  1984  Act,  the  generics  had  to  wait 
until  patent  expiration  to  do  testing  and  registration,  so  that  ac- 
counted for  2  to  3  years  of  that.  The  situation  was  more  complex 
about  the  ability  to  rely  on  innovator  drugs. 

What  we  had  for  post- 1962  drugs  was  so-called  paper  NDA's,  in 
which  generics  could  cite  the  safety  and  efficacy  data  that  was 
available  in  the  market  that  was  in  the  public  domain.  But  if  that 
wasn't  available,  then  they  had  to  repeat  the  testing,  and  so  you 
would  get  the  5  to  8  years  there.  I  think  the  minimum  would  be 
about  3  years  to  do  the  testing  after  patent  expiration.  If  you  had 
to  do  all  of  the  phase  III  testing  and  gain  approval,  then  it  could 
be  approaching  a  larger  thing  there,  but  it  was  a  highly  variable 
situation. 

The  Chairman.  So  that  includes  the  paper  NDA's,  really,  in  the 
8  years? 

Mr.  Grabowski,  Right. 

The  Chairman.  I  was  having  a  rough  time  figuring  that  out. 

Mr.  Grabowski.  Yes,  and  the  paper  NDA  was  so  variable,  de- 
pending on  the  particular  drug.  If  the  data  was  in  the  public  do- 
main, then  you  could  just  turn  that  over  to  the  FDA. 

The  Chairman.  So  if  it  is  in  the  public  domain,  then  it  is  closer 
to  3  years.  If  it  is  a  paper  NDA,  it  is  closer  to — if  there  is  a  lack 
of  description 

Mr.  Grabowski.  The  paper  NDA  was  the  idea  that  you  could 
submit  paper,  public  studies,  and  if  you  had  to  actually  do  the 
studies,  you  typically  had  to  do  some  toxicology  studies.  But  if  you 
had  to  do  all  the  phase  III  studies,  then  you  could  get  up  to  that 
8  years. 

The  Chairman.  It  is  my  understanding  that  the  generic  industry 
generally  does  not  have  to  do  that,  that  generally  they  are  closer 
to  the  3-year  period. 

Mr.  Grabowski.  Now,  under  an  abbreviated  NDA,  they  can — if 
you  want  to  call  that  a  form  of  paper  NDA,  the  abbreviated  NDA, 
they  only  have  to  show  bioequivalence.  Under  that  feature  of  the 
law,  then  we  would  be  back  to 
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The  Chairman.  Well,  if  that  is  so,  then  you  would  have  9  years, 
plus  3,  or  12,  which  would  be  pretty  close  to  the  11.7.  So  it 
wouldn't  be  the  14  to  17  years  versus  11.7,  and  I  think  that  is  one 
of  the  points. 

Mr.  Grabowski.  That  is  correct. 

The  Chairman.  Now,  you  know,  I  have  always  questioned  the 
11.7,  whether  that  is  enough,  and  certainly  the  9  years,  whether 
that  is  enough  effective  patent  life.  The  way  to  resolve  that,  it 
seems  to  me,  would  be  to  reform  FDA.  I  mean,  I  don't  know.  I 
mean,  I  would  like  everybody  who  wants  to  comment  on  this  sub- 
ject to  get  me  some  information  on  it  and  enlighten  me  because  I 
am  clearly  troubled  by  that.  I  don't  know  what  the  facts  really  are 
in  that  area,  so  I  would  like  to  get  whatever  I  can  because  all  I 
want  to  do  is  what  is  right. 

We  know  that  we  are  splitting  the  baby  in  this  bill.  We  knew  it 
at  the  time.  We  knew  there  were  winners  and  losers,  but  we  knew 
that  the  consumers  would  be  big  winners  if  we  could  get  drugs  off 
patent  immediately  into  generic  form.  On  the  other  hand,  if  we  are 
going  to  wreck  the  innovative  companies  and  not  put  enough 
money  into  finding  the  cure  for  Alzheimer's,  just  to  mention  one, 
or  arthritis  or  any  number  of  other  things  that  affect  consumers, 
then  we  are  not  really  doing  a  very  good  job  because  there  won't 
be  any  generic  drugs  for  the  generic  companies  to  come  up  with. 

As  I  see  it,  FDA  is  only  one  of  the  answers  to  this,  but  it  is  per- 
haps an  answer,  and  I  would  like  to  have  the  best  minds  in  this 
composite  of  industries  help  us  because  I  know  that  I  don't  have 
all  the  answers,  and  I  don't  think  anybody  else  does  either.  I  think, 
together,  we  might  be  able  to  come  up  with  something  that  will 
benefit  both  sides,  but  yet  still  benefit  consumers  in  the  end. 

Let  me  just  ask  one  more  question  of  you,  Dr.  Grabowski.  It  is 
my  impression  that  several  generic  drugs  have  been  launched  at 
prices  that  are  merely  a  fraction  of  the  price  of  the  original  pioneer 
product.  Could  you  please  comment  on  whether  generic  drug  mar- 
ket penetration  rates  and  pricing  practices  have  changed  since 
1984,  from  1984  up  through  today? 

Mr.  Grabowski.  Yes,  I  think  that  has  been  the  case  that  in  the 
early  1980's  the  first  drug  on  the  market  would  have  maybe  a  33- 
percent  discount  and  then  it  would  depend  on  how  soon  other 
generics  got  on  the  market  how  rapidly  the  discount  increased. 
Now,  because  of  the  growth  of  managed  care  and  PBM's,  the  dis- 
counts are  larger  and  the  size  of  the  discount  increases  faster  and 
the  erosion  of  the  brand  product  is  much  faster,  and  I  think  that 
reflects  the  very  different  market  that  we  have  in  the  1990's  under 
managed  care  and  pharmacy  benefit  managers  than  we  had  in  the 
early  1980's. 

The  Chairman.  So  part  of  the  problem  is  the  managed  care  pres- 
sure and  the  formulary  care  pressure  and  the  other  pressures  on 
the  pharmaceutical  companies  to  knock  off  prices  all  the  way  down 
the  line? 

Mr.  Grabowski.  Right,  and  we  get  the  benefits  of  price  competi- 
tion, but  then  we  have  to  worry  about  whether  there  is  incentive 
for  innovation. 

The  Chairman.  Enough  incentive  to  continue  to  find  the  pioneer 
drugs. 
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Mr.  Grabowski.  Yes. 

The  Chairman.  Well,  what  effect  will  such  deep  discounts  on  off- 
patent  generics  have  on  the  price  of  pioneer  products  before  patent 
expiration,  in  your  opinion? 

Mr.  Grabowski.  Well,  I  think  as  part  of  this  whole  managed  care 
situation  and  competitive  pressures,  pressures  are  developing  even 
before  generics  get  in  the  market.  You  have  therapeutic  classes  in 
which  there  are  closely  substitutable  drugs,  and  the  later  entrants 
into  a  therapeutic  class  typically  discount  compared  to  the  pio- 
neers. Once  a  product  comes  off  patent  in  a  therapeutic  class,  then 
it  becomes  a  much  lower  price  alternative,  and  that  also  can  stimu- 
late discounts  by  the  brand  products  that  are  still  on  the  market. 

The  Chairman.  Well,  this  has  been  very  interesting  to  me  and 
I  appreciate  the  three  of  you  coming  and  the  excellent  testimony 
you  have  brought  to  us  from  varying  perspectives,  all  of  which  we 
would  like  to  meet,  if  we  could. 

Now,  I  have  to  emphasize  that  I  see  this  hearing  as  a  celebration 
of  Hatch- Waxman,  not  a  wake.  The  question  remains  as  to  whether 
Hatch- Waxman  needs  some  fine-tuning  to  adjust  to  the  market  re- 
alities we  heard  about  today.  Consideration  of  that  question — and 
I  must  say  we  have  heard  some  very  persuasive  arguments  at  this 
hearing — is  just  going  to  have  to  be  the  task  of  this  committee  in 
the  days  to  come,  but  we  appreciate  all  the  help  we  can  get. 

As  you  can  see,  there  is  no  way  you  can  satisfy  everybody.  There 
never  was.  There  always  was  a  balancing.  There  always  were  win- 
ners, there  always  were  losers,  but  almost  everybody  admits  that 
Hatch-Waxman  has  been  a  great  consumer  success.  I  feel  very 
proud  of  that  bill,  even  though  it  seems  to  me  there  may  be  a  need 
for  some  fine-tuning,  but  we  would  like  to  have  the  pro  and  con  ad- 
vice on  that,  as  well,  and  this  hearing  has  been  very  helpful  in  get- 
ting us  along  the  path  on  what  we  should  do. 

Did  you  have  something  you  wanted  to  say,  Ms.  Horning? 

Ms.  Horning.  I  do  want  to  say  that  we  think  this  act  is  excel- 
lent, and  the  answer  may  be  FDA  reform  issues  as  opposed  to  this. 
We  find  this  to  be  the  consumer  protection  act  and  we  hope  you 
will  keep  that  in  mind  and  look  at  FDA  reform  to  settle  the  drug 
issues  of  research,  and  so  forth. 

The  Chairman.  Well,  thank  you.  You  know,  I  have  got  people 
mad  at  me  on  all  sides  of  this  issue,  so  I  must  be  doing  something 
pretty  right,  anyway;  at  least  we  are  trying. 

With  that,  we  appreciate  everybody's  testimony  today.  It  has 
been  an  enlightening  hearing  and  we  look  forward  to  any  com- 
ments that  you  have  and  we  will  keep  the  record  open  for  a  limited 
time  for  those.  So,  thanks  so  much.  We  will  recess  until  further  no- 
tice. 

[Whereupon,  at  12:18  p.m.,  the  committee  was  adjourned.] 
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COURT  CASES 

There  are  several  court  decisions  that  bear  upon  this  issue.  These  cases,  provided  infra,  include: 

DuPont  Merck  Pharmaceutical  V.  Bristol-Myers  Squibb,  62  F.3d  1397  (Fed.  Cir.  1995) 
Bristol-Myers  Squibb  v.  Royce  Ixiboratories,  69  F.3d  1 130  (Fed.  Cir.  1995). 
Merck  &  Co..  Inc.  V.  Kessler,  903  F.Supp.  964  (E.D.  Va.  1995) 

The  court  opinions  contain  a  number  of  illuminating  statements  on  the  interplay  between  the 
GATT  Treaty  implementing  legislation  —  the  Uruguay  Round  Agreements  Act  ~  and  the  Hatch- 
Waxman  Act: 

NO  CONFLICT  BETWEEN  GATT  &  HATCHAVAXMAN:    On  August  8,  1995,  the 
United  States  Court  of  Appeals  for  the  Federal  Circuit  issued  a  ruhng  in  the  case  of 
DuPont  Merck  Pharmaceutical  Company  v.  Bristol-Myers  Squibb.   Upon  reviewing  the 
relevant  statutes,  the  court  found  that "...  the  URAA  does  not  clash  with  the  Hatch- 
Waxman  Act",  62  F.3d  at  1402,  and  precluded  the  generic  manufacturers  from  entering 
the  market  via  the  Waxman-Hatch  route  until  the  expiration  of  the  affected  patent. 

NOT  A  WINDFALL  TO  INNOVATORS:    On  October  1 6,  the  United  States  District  • 
Court  for  the  Eastern  District  of  Virginia  issued  an  opinion  (Merck  v.  Kessler)  in  a  group 
of  four  consolidated  cases  that  raised  similar,  but  not  identical,  URAA/Hatch-Waxman 
issues.  In  this  case,  the  court  was  unpersuaded  by  the  arguments  made  by  the  generic 
drug  industry  and  stated,  "This  was  no  more  a  windfall  ...  than  the  windfall  which 
benefitted  many  patent  holders  when  the  seventeen  year  term  of  patents  was  extended  to 
twenty  years."  903  F.Supp.  at  966. 

►  LEGISLATIVE  HISTORY  -  NO  EVIDENCE  OF  SPECLVL  TREATMENT  FOR 

GENERIC  DRUGS  IN  THE  URAA:    On  November  1 ,  the  Federal  Circuit  overturned 
a  decision  rendered  by  the  United  States  District  Court  for  the  Southern  District  of 
Florida  in  the  case  of  Bristol-Myers  Squibb  v.  Royce  Labs.    While  some  have  argtied  that 
Congress  clearly  intended  to  treat  generic  drugs  in  a  special  manner  in  the  URAA,  the 
Federal  Circuit  ruling  noted: 

"The  parties  have  not  pointed  to,  and  we  have  not  discovered,  any  legislative 
history  on  the  intent  of  Congress,  at  the  time  of  passage  of  the  URAA,  regarding 
the  interplay  between  the  URAA  and  the  Hatch-Waxman  Act.  Therefore,  we 
limit  our  inquiry  to  the  wording  of  the  statute."  69  F.3d  at  1 136,  n.4. 


CLEAR  EVIDENCE  OF  UNIQUE  PATENT  TREATMENT  FOR  DRUGS  IN  THE 
HATCH-WAXMAN  ACT:    The  Royce  decision  notes  the  unique  treatment  afforded  to 
new  drugs  by  the  1984  Hatch-Waxman  law.  The  Federal  Circuit  stated,  "Yet,  as  the 
Supreme  Court  stated  in  Eli  Lilly  Co.  v.  Medtronic  Inc  .  the  Hatch-Waxman  Act  created 
'an  important  new  mechanism  designed  to  guard  against  infringement  of  patents  relating 
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to  pioneer  drugs,'  with  enforcement  provisions  that  'apply  only  to  drugs  and  not  to  other 
products'"  69F.3dat  1136. 

LEGAL  PRESUMPTION  IS  CONGRESS  KNEW  WHAT  IT  WAS  DOING:  The 

Royce  court  also  observed,  citing  as  authority  the  1990  Federal  Circuit  decision  in  the  VE 
Holding  Corp.  case:   "We  presume  'that  Congress  is  knowledgeable  about  existing  law 
pertinent  to  legislation  it  enacts.'"  69  F  3d  at  1 136. 

The  Court  went  on  to  say  that,  "We  believe  that  if  Congress  had  intended  that  the  URAA 
affect  the  Hatch- Waxman  Act's  finely  crafted  ANDA  approval  process  in  the  manner 
urged  by  [generic  manufacturers],  at  the  very  least  it  would  have  referred  to  21  U.S.C. 
3550)  and  35  U.S.C.  271(e)  in  the  URAA."  69  F.3d  at  1137. 

INFRINGEMENT  THEN  IS  INFRINGEMENT  NOW:  Finally,  the  Federal  Circuit, 
in  Royce,  boiled  down  the  situation  as  follows:   "The  statutory  scheme  does  not  say,  as 
[the  generic  manufacturer]  argues..., 'If  normally  you  would  infiinge,  you  do  not  infringe 
during  the  Delta  period.'  Rather,  it  says,  'If  normally  you  would  infringe,  you  also 
infringe  during  the  Delta  period.'"  69  F  3d  at  1 136 
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U.S.  Senate, 
Committee  on  the  Judiciary, 
Washington.  DC,  January  19,  1995. 
Hon.  David  Kessler, 

Commissioner,  Food  and  Drug  Administration, 
Rockville,  MD. 

Dear  Dr.  Kessler:  A  letter  sent  to  you  on  January  3,  1995  by  the  Generic  Phar- 
maceutical Industry  Association  (GPIA)  has  just  come  to  my  attention.  That  letter 
urges  you  to  interpret  the  Drug  Price  Competition  and  Patent  Term  Restoration  Act 
(Public  Law  98-417)  so  that  Abbreviated  New  Drug  Applications  (ANDAs)  would  be 
exempt  from  patent  certifications  with  respect  to  patent  expiration  dates  that  have 
been  changed  under  the  Uruguay  Round  Agreements  Act  (PubUc  Law  103—465,  the 
"GATT"  implementation  law). 

As  the  principal  author  of  the  patent  term/ANDA  law,  I  am  extremely  concerned 
about  such  an  interpretation.  The  cornerstone  of  Public  Law  98—417  is  a  careful  bal- 
ance between  the  interests  of  generic  and  pioneer  drug  manufacturers,  a  balance 
which,  I  believe,  would  be  jeopardized  were  you  to  accede  to  GPL\'s  request. 

Two  issues  raised  by  the  January  3,  1995  letter  are  of  particular  concern. 

First,  the  letter  states  that  "Pending  ANDAs  that  seek  approval  to  market  follow- 
ing expiration  of  listed  patents  should  remain  eligible  for  approval  upon  expiration 
of  the  patent  term  currently  published  in  Approved  Drug  Products  with  Therapeutic 
Equivalence  Evaluations  (the  "Orange  Book")."  That  request  is  inconsistent  with 
provisions  of  the  patent  term/ANDA  law  that  require  FDA  to  publish  accurate  pat- 
ent information  in  the  Orange  Book.  GATT  has  changed  the  date  on  which  some 
patents  will  expire.  FDA  is  simply  required  to  recognize  that  change. 

Second,  GPIA  asks  that  ANDA  applicants  be  permitted  to  include  or  retain  patent 
certifications  in  their  applications  that  do  not  accurately  reflect  the  date  upon  which 
patents  expire.  FDA  has  no  statutory  authority  to  allow  such  inaccurate  certifi- 
cations. 

It  is  certain  that  any  action  on  your  part  to  issue  a  policy  statement  designed  to 
override  selected  provisions  of  the  1984  law  would  be  inconsistent  with  FDA's  obli- 
gations under  that  law.  In  addition,  I  believe  it  would  also  violate  Sec.  102  of  GATT, 
which  provides:  "Nothing  in  this  Act  shall  be  construed  *  *  *  to  amend  or  modify 
any  law  of  the  United  States  *  *  *  unless  specifically  provided  for  in  this  Act."  And, 
finally,  I  would  note,  that  neither  the  GATT  legislation  nor  the  patent-term/ANDA 
legislation  gives  the  Food  and  Drug  Administration  discretion  to  disregard  a  revised 
patent  expiration  date  mandated  by  law. 

It  is  with  some  reluctance  that  I  communicate  my  opposition  to  the  GPIA  request, 
as  I  have  great  respect  for  that  industry.  At  the  same  time,  it  is  clear  to  me  that 
their  request  is  not  founded  in  an  accurate  reading  of  the  law.  Therefore,  I  believe 
that  FDA  should  amend  the  Orange  Book  to  reflect  GATT  patent  revisions  and  re- 
quire generic  manufacturers  to  comply  fully  and  completely  with  all  applicable  re- 
quirements for  ANDA  approval,  including  those  provisions  of  Public  Law  98—417 
governing  the  fihng  of  appropriate  and  accurate  patent  certifications. 
Sincerely, 

Orrin  G.  Hatch,  Chairman. 


Arnold  &  Porter, 
Washington,  DC,  January  25,  1995. 
Re  Uruguay  Round  Agreements  Act. 
Ms.  Sharon  Smith  Holston, 

Deputy  Commissioner  for  External  Affairs,  Food  and  Drug  Administration,  Rock- 
ville, MD. 
Margaret  Jane  Porter,  Esq., 
Chief  Counsel,  Food  and  Drug  Administration,  Rockville,  MD. 

Dear  Ms.  Holston  and  Ms.  Porter:  We  understand  that  you  and  your  offices 
have  been  working  on  behalf  of  the  Food  and  Drug  Administration  on  implementa- 
tion of  the  recent  Uruguay  Round  Agreements  Act  (Public  Law  No.  103—465) 
("URAA").  That  Act  contains  a  provision  continuing  the  patent  term  of  certain  pat- 
ents that  cover  pharmaceutical  products,  including  the  ranitidine  hydrochloride  and 
other  drug  products  of  our  client  Glaxo  Inc.^  On  behalf  of  Glaxo,  we  are  writing  to 
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request  a  meeting  with  you  and  other  FDA  representatives  working  on  these  issues 
in  order  to  discuss  implementation  of  the  statute  by  the  Agency. 

We  are  aware  of  the  proposals  that  have  been  made  by  the  Generic  Pharma- 
ceutical Industry  Association  ("GPIA")  in  a  January  3,  1995  letter  to  Commissioner 
Kessler.  The  GPIA  letter  to  Dr.  Kessler  asks  FDA  to  approve  generic  products  prior 
to  the  revised  patent  expiration  date  of  innovator  products  and  thus  deny  innovator 
products  the  full  statutory  term  of  patent  protection  provided  by  Congress.  The 
GPIA  proposal  is  directly  at  odds  with  the  mandate  of  the  Drug  Price  Competition 
and  Patent  Term  Restoration  Act  of  1984  ("1984  Amendments")  which  amended  the 
Federal  Food,  Drug,  and  Cosmetic  Act  ("FFDCA").  Moreover,  it  would  violate  FDA's 
regulations,  would  thwart  the  policies  behind  both  the  1984  Amendments  and  the 
URAA,  and  would  undercut  the  nation's  trade  policies. 

1.  1984  AMENDMENTS 

Section  505(j)(2)(A)(vii)  of  the  FFDCA  requires  that  ANDA  applicants  include  in 
their  applications  a  certification  with  respect  to  each  patent  that  claims  the  drug 
or  its  use.  If  the  applicant  does  not  challenge  the  validity  of  an  existing  patent  or 
assert  that  the  applicant's  product  does  not  infringe  the  patent,  then  the  apphcant 
must  make  a  "paragraph  III  certification"  in  which  it  certifies  "the  date  on  which 
such  patent  will  expire,"  FFDCA  Section  505(j)(2)(A)(vii){III).  The  statute  simply 
does  not  permit  certification  as  to  any  other  date.  Under  Section  505(j)(4)(B)(ii)  of 
the  FFDCA,  FDA  may  not  make  an  ANDA  containing  such  a  certification  effective 
prior  to  such  date. 

An  ANDA  that  contains  a  certification  that  reflects  a  patent  expiration  date  other 
than  the  true  expiration  date  as  set  by  the  URAA  is  disqualified  for  approval  under 
both  subsections  (J)  (compliance  with  the  certification  requirements)  and  (K)  (un- 
true statements  of  material  fact)  of  Section  505(j)(3).  This  is  true  whether  or  not 
the  certification  was  accurate  when  originally  made. 

The  GPIA  argues  that  the  provisions  of  the  URAA  and  the  1984  Amendments  con- 
flict, and  that  FDA  should  interpret  the  FFDCA  in  a  way  that  benefits  generic  ap- 
plicants. We  strongly  disagree.  The  new  patent  provisions  can  be  read  together  with 
the  Section  505(j)  ANDA  provisions  without  any  conflict  and  FDA  should  not  depart 
from  the  clear  terms  of  tne  1984  Amendments  or  the  URAA.  It  would  be  particu- 
larly inappropriate  to  grant  GPIA's  request  to  create  an  agency  amendment  to  Sec- 
tion 505(j)  that  Congress  has  not  authorized  because  Congress  did  not  make 
changes  in  the  1984  Amendments'  provisions  when  it  found  those  changes  appro- 
priate. See  35  U.S.C.  271(e)(1),  (3),  (4)(B),  (C)  (patent  provisions). 

2.  FDA's  REGULATIONS 

FDA's  regulations  reflect  the  statute's  mandate  on  this  issue.  21  C.F.R. 
314.94(a)(12)(vii)(C)(l)  (59  Fed.  Reg.  50366  (October  3,  1994))  requires  ANDA  appli- 
cants to  amend  their  patent  certifications  if  they  learn  before  the  effective  date  of 
approval  of  the  ANDA  that  the  submitted  certification  "is  no  longer  accurate."  Thus, 
it  is  clear  that  any  change  in  patent  expiration  dates  requires  a  new  certification. 
The  only  exception  to  this  rule  is  for  newly  issued  patents  for  which  patent  informa- 
tion is  not  submitted  within  30  days  of  patent  issuance,  an  exception  not  relevant 
to  the  URAA  patent  changes. 

3.  POLICY  IMPLICATIONS 

The  policies  underlying  both  the  1984  Amendments  and  the  URAA  support  the 
view  that  FDA  cannot  (i)  allow  ANDA  applicants  to  file  paragraph  III  certifications 
with  respect  to  a  patent's  pre-URAA  expiration  date,  or  (ii)  make  approvals  for 
ANDAs  containing  paragraph  III  certifications  effective  prior  to  the  new  expiration 
dates  of  the  patents  referenced.  The  policy  of  the  1984  Amendments  is  to  respect 
patent  rights  by  prohibiting  ANDA  approval  during  the  life  of  a  patent  unless  the 
ANDA  applicant  makes  a  "paragraph  IV"  certification. 2  The  policy  underlying  the 
URAA  is  to  provide  for  patents  with  a  term  of  at  least  20  years  from  the  filing  date. 
For  existing  patents,  the  patents  are  valid  for  at  least  the  entire  20-year  term,  and 
only  certain,  specifically  described,  remedies  are  denied  to  a  patent  owner  seeking 
to  enforce  the  new  patent  term.  URAA,  Section  532(c).3  The  denial  of  these  remedies 
does  not  affect  the  workings  of  Section  505(i)  of  the  FFDCA  or  of  any  other  provision 
of  the  1984  Amendments.  There  is  no  conflict  between  the  policies  of  the  two  stat- 
utes, and  those  policies  can  only  be  served  by  implementing  the  statutes  as  passed 
by  Congress. 

The  URAA  was  the  result  of  an  agreement  negotiated  between  123  nations.  An 
important  part  of  the  agreement  was  to  improve  patent  protection  for  pharma- 
ceuticals around  the  world.  GPIA  here  is  asking  FDA  to  do  exactly  what  U.S.  trade 
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policy  actively  opposes  in  other  countries — to  dilute  the  effect  of  a  trade  agreement 
by  regulatory  action  in  pursuit  of  perceived  domestic  policy  goals  unrelated  to  health 
and  safety.  Granting  GPIA's  request  would  violate  the  law.  It  would  also  set  a 
precedent  to  which  other  countries  could  refer  in  attempts  they  might  make  to  un- 
dercut the  negotiated  agreement. 

4.  PROPOSED  MEETINGS 

We  are,  of  course,  aware  of  the  notice  published  by  the  Patent  and  Trademark 
Office  on  January  17,  1995.  That  notice  seeks  comments  on  aspects  of  implementa- 
tion of  the  URAA  that  affect  pharmaceutical  patents  and  with  which  FDA  has  some 
involvement.  Glaxo  intends  to  provide  comments  to  the  Patent  and  Trademark  Of- 
fice and  FDA  concerning  implementation  of  the  URAA  and  to  participate  in  the 
hearings  to  be  held  on  February  16,  1995. 

Because  of  the  importance  of  this  issue,  however,  Glaxo  would  also  Uke  to  discuss 
the  subject  of  this  letter  with  you  or  your  colleagues.  Such  a  meeting  would  be  par- 
ticularly important  if  meetings  have  been  or  will  be  granted  to  representatives  of 
GPIA  or  others  who  seek  to  undercut  the  patent  protections  provided  by  URAA.  If 
you  will  be  able  to  meet  with  us,  please  let  me  know. 

Thank  you  for  your  careful  consideration  of  this  important  issue. 
Sincerely, 

Donald  O.  Beers. 

footnotes 

'One  of  the  patents  on  ranitidine  hydrochloride.  U.S.  Patent  No.  4,128,658,  prior  to  the 
URAA,  would  have  expired  on  December  5,  1995.  Under  the  new  law,  this  patent  will  now  ex- 
pire on  July  25,  1997. 

2  In  such  a  certification,  the  ANDA  applicant  certifies  to  invalidity  or  non-infringement  of  the 
patent.  If  such  a  certification  is  made,  a  lawsuit  responding  to  the  patent  challenge  automati- 
cally delays  the  effective  date  of  the  ANDA  approval  for  30  months  unless  the  litigation  is  com- 
pleted before  expiration  of  that  period. 

3  The  remedies  of  35  U.S.C.  283,  284,  and  285  do  not  apply  to  acts  commenced  or  for  which 
substantial  investment  was  made  before  June  8,  1995  that  become  infringing  because  the  URAA 
applies  a  20-year  term  that  produces  a  later  patent  expiration  date.  UR/C\  Section  532(c)(2). 
The  remedies  provided  for  by  35  U.S.C.  271(e)(4)  continue  to  be  available. 


January  26,  1995. 
Re  GATT  enabling  Legislation  and  Generic  Drug  Approvals. 
David  A.  Kessler,  M.D., 

Commissioner,  Food  and  Drug  Administration, 
Rockville,  Maryland. 

Dear  Commissioner  Kessler:  In  a  letter  on  the  referenced  subject  dated  January 
3,  1995,  the  Generic  Pharmaceutical  Industry  Association  (GPIA),  apparently  acting 
on  behalf  of  some  of  its  member  companies,  requests  that  the  FDA  adopt  a  state- 
ment of  agency  policy  with  respect  to  implementation  of  the  transition  rules  govern- 
ing new  patent  expiration  dates  mandated  by  the  General  Agreement  on  Tariffs  and 
Trade  (GATT)  implementing  legislation.  GPIA  argues  (a)  new  patent  expiration 
dates  established  by  the  GATT  enabling  legislation  should  not  be  considered  in  de- 
termining the  date  on  which  an  abbreviated  new  drug  application  (ANDA)  takes  ef- 
fect; and  (2)  that  FDA  should  not  require  generic  applicants  to  amend  previously 
filed  patent  certifications  to  reflect  the  new  patent  expiration  dates  established  by 
the  GATT  legislation. 

The  undersigned  members  of  GPIA,  whose  collective  annual  sales  account  for  a 
substantial  portion  of  the  total  generic  drug  market  in  the  United  States,  do  not 
agree  with  the  positions  taken  by  GPIA  in  the  January  3,  1995,  letter.  In  fact,  we 
believe  that  GPIA's  requested  relief  is  contrary  to  specific  provisions  of  the  GATT 
legislation  itself,  and  inconsistent  with  FDA's  legal  obligations  under  the  Drug  Price 
Competition  and  Patent  Term  Restoration  Act  (commonly  referred  to  as  Hatch/Wax- 
man). 

Among  other  things,  the  GATT  implementing  legislation  establishes  new  expira- 
tion dates  for  certain  patents  in  force  on  the  date  the  law  takes  effect  (i.e.,  June 
8,  1995).^  Under  the  new  law,  existing  patents  will  expire  17  years  from  the  date 
of  issuance,  or  20  years  from  the  date  on  which  the  patent  application  was  filed, 


1  Uruguay  Round  Agreements  Act,  §532,  Pub.  L.  103-465  (1994). 
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whichever  is  later.  These  new  dates  are  self-executing;  they  take  effect  as  a  matter 
of  law. 

In  our  view,  patent  expiration  dates  authorized  by  the  GATT  legislation  must  be 
reflected  in  the  patent  certifications  generic  manufacturers  are  required  to  submit 
as  part  of  the  abbreviated  new  drug  application  (ANDA)  process  established  by 
Hatch/Waxman.  We  reach  this  conclusion  for  two  reasons:  (1)  Hatch/Waxman  ex- 
pressly requires  the  filing  of  patent  information;  2  and  (2)  Hatch/Waxman's  patent 
certification  provisions  ^  are  a  vital  part  of  the  generic  drug  approval  process,  pri- 
marily because  they  govern  the  date  of  which  FDA  may  permit  an  approved  ANDA 
to  take  effect,  and  FDA  must  enforce  those  provisions,  and  the  implementing  regula- 
tions which  FDA  recently  adopted,"*  as  written — fully,  completely,  and 
evenhandedly. 

GPIA's  assertion  that  Hatch/Waxman  requirement  must  be  viewed  as  secondary 
to  the  GATT  legislation  must  also  be  rejected.  In  fact,  the  GATT  legislation  ex- 
pressly states  that  "Nothing  in  this  Act  shall  be  construed  to  amend  or  modify  any 
law  of  the  United  States  ♦  *  *  unless  specifically  provided  for  in  this  Act."  ^  Because 
GATT  does  not  expressly  amend  or  modify  HatchAVaxman,  there  is  no  legal  basis 
for  arguing  that  GATT  takes  precedence  over  HatchAVaxman  requirements. 

In  conclusion,  although  we  recognize  that  GPIA's  proposal  would  likely  yield  a 
short-term  economic  benefit  for  certain  generic  manufacturers,  we  can  find  no  basis 
in  GATT,  or  in  any  other  applicable  law,  for  asserting  that  current  ANDA  approval 
standards  established  by  HatchAVaxman  should  be  abandoned  by  FDA.  Further- 
more, to  suggest  that  FDA  has  the  authority  to  alter  one  set  of  ANDA  legal  reqiiire- 
ments  at  the  request  of  the  generic  drug  industry  is  to  open  the  door  to  other  simi- 
lar, but  perhaps  less  favorable,  requests  from  the  pioneer  industry. 

The  ANDA  approval  process  established  by  HatchAVaxman  has  worked  well  for 
the  past  ten  years.  If  GPIA  wishes  to  change  certain  provisions  of  the  law,  it  is  free 
to  petition  the  Congress  to  do  so.  GPIA  should  not  expect  FDA  to  adopt  an  agency 
policy  statement  designed  to  circumvent  existing  law.  Nor  should  FDA  seriously 
consider  such  action. 

The  undersigned  members  of  GPIA  seek  no  special  favors  from  FDA.  They  advo- 
cate full  compliance  with,  and  evenhanded  enforcement  of,  all  applicable  laws  and 
regulations. 

Sincerely, 

R.  Kapur, 
President,  Warrick  Pharmaceuticals. 

V.P.,    General    Manager    of   Warner 
Chilcott  Laboratories. 
G.  Frederick  Wilkinson, 
President     and     General     Manager, 
Creighton  Products  Corporation. 

Lee  Burg, 
V.P.,  General  Manager,  Apothecon. 


Congress  of  the  United  States, 

House  of  Representatives, 
Washington,  DC,  March  29,  1995. 

Hon.  David  Kessler, 

Commissioner,  Food  and  Drug  Administration, 

Rockville,  MD. 

Dear  Mr.  Kessler:  I  am  writing  to  you  concerning  your  current  determination 
of  policy  relating  to  the  interrelationship  of  the  provisions  of  the  Drug  Price  Com- 

Eetition  and  Patent  Term  Restoration  Act  (Public  Law  98-417)  relating  to  the  mar- 
eting  of  generic  drugs,  and  the  patent  changes  agreed  to  under  the  Uruguay  Round 
Agreements  Act  (Public  Law  103-465,  the  "GATT"  implementation  law). 

As  you  know,  as  Chairman  of  the  Subcommittee  on  Health  and  the  Environment 
of  the  Committee  on  Energy  and  Commerce  in  the  98th  Congress,  I  was  one  of  the 
two  original  authors  (along  with  Senator  Orrin  Hatch)  of  the  Drug  Price  Competi- 
tion and  Patent  Term  Restoration  Act.  Our  goal  in  passing  that  Act  was  to  strike 
an  appropriate  balance  between  the  rights  of  the  patent  holder  and  the  ability  of 


221  U.S.C.  §§355  (b)  and  (c). 

3  21  U.S.C.  §355(j)  (2)(A)(vii). 

'»21  CFR  §314.94(a)(12)(viii)(C),  59  Fed.  Reg.  50366  (October  3,  1994). 

5  Uruguay  Round  Agreements  Act,  §  102(a)(2),  Pub.  L.  103--i65  (1994). 
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the  generic  manufactiirer  to  move  into  the  market  in  a  timely  manner  upon  expira- 
tion of  the  patent. 

Since  the  passage  and  implementation  of  that  Act,  we  have  now  had  passage  of 
the  GATT  implementing  legislation,  which  changes  patent  law  overall  from  a  provi- 
sion of  17  years  from  approval  to  20  years  from  application,  and  establishes  a  gen- 
eral rule  for  the  transition  period  in  which  provision  is  made  for  a  company  that 
has  made  a  substantial  investment  in  a  product  prior  to  June  8,  1995,  to  enter  the 
market  with  the  payment  of  equitable  remuneration  to  the  patent  holder  during  the 
extra  patent  life  allowed  by  GATT.  The  issue,  of  course,  is  the  interrelationship  of 
this  transition  policy  with  the  terms  governing  FDA  action  on  generics  applying  to 
enter  the  market  under  the  terms  of  the  Drug  Price  Competition  and  Patent  Term 
Restoration  Act. 

I  understand  that  Senator  Hatch  has  written  to  you  to  express  his  view  that 
under  the  terms  of  the  1984  Act,  a  generic  drug  would  now  be  blocked  from  the  mar- 
ket regardless  of  whether  substantial  investment  had  been  made  on  the  expectation 
of  the  expiration  of  the  patent  (before  the  GATT  extension)  untU  the  expiration  of 
the  extended  patent.  As  the  other  principal  author  the  1984  law,  I  am  writing  to 
express  a  different  view. 

Obviously,  at  the  time  the  Drug  Price  Competition  and  Patent  Term  Restoration 
Act  was  passed,  we  could  not  foresee  future  action  which  would  adjust  basic  patent 
law.  We  wrote  the  terms  of  the  1984  law  with  an  understanding  of  the  basic  patent 
law  as  it  was  then  in  effect.  With  the  enactment  of  the  later  GATT  implementing 
legislation,  I  see  no  reason  inherent  in  the  1984  law  which  would  argue  for  any  dif- 
ferent treatment  of  generic  drugs  than  of  any  other  product  covered  under  the  tran- 
sition provisions  of  the  GATT  legislation. 

Clearly,  applying  the  transition  provisions  to  allow  the  more  timely  entry  of 
generics  onto  the  market  is  reflective  of  the  spirit  of  the  1984  legislation.  It  would 
seem  a  fair  interpretation  consistent  with  the  legislative  intent  simply  to  continue 
to  recognize  pre-GATT  patent  expiration  dates  previously  certified  in  pending 
ANDA's  for  purposes  of  FDA  approval  during  this  transition  period. 

I  understand  that  the  Patent  and  Trademark  Office  has  written  to  the  FDA  for 
your  views  on  the  proper  interpretation  of  the  effect  of  GATT  on  the  FDA's  adminis- 
tration of  the  generic  drug  approval  process  established  by  the  1984  law.  And  I  cer- 
tainly understand  the  need  for  a  timely  decision  on  this  matter.  I  hope  these  com- 
ments will  assist  you  in  formulating  your  response  to  that  request. 

With  kind  regards,  I  am. 
Sincerely, 

Henry  A.  Waxman, 
Member  of  Congress. 


U.S.  Senate, 
Washington,  DC,  April  26,  1995. 

Hon.  David  Kessler, 

Commissioner,  Food  and  Drug  Administration,  Rockville,  MD. 

Dear  Dr.  Kessler:  As  the  Chairman  of  the  Finance  Committee's  Subcommittee 
on  International  Trade,  one  of  my  foremost  priorities  is  to  assure  the  implementa- 
tion of  the  Uruguay  Round  Agreement  Act  (URAA)  in  accordance  with  the  intent 
of  Congress.  It  is  therefore  my  intent  to  scrutinize  the  actions  of  all  federal  agencies 
responsible  for  implementing  or  enforcing  the  provisions  of  this  most  important 
trade  agreement. 

It  is  with  this  purpose  in  mind  that  I  wish  to  draw  your  attention  to  the  inter- 
national implications  of  certain  decisions  you  are  being  called  upon  to  make  with 
respect  to  the  effect  of  the  patent  term  revisions  contained  in  the  URAA  on  the  fil- 
ing and  approval  of  abbreviated  new  drug  applications.  There  is  a  requirement  in 
the  GATT  Intellectual  Property  agreement  (TRIPS),  found  in  Article  70:2,  that  WTO 
members  provide  TRIPS  level  patent  protection  for  existing  subject  matter  on  the 
date  of  application  of  the  agreement  for  the  country  in  question.  This  requirement 
will  greatly  benefit  U.S.  industries  across  a  broad  range  of  intellectual  property  ele- 
ments; not  just  those  industries  concerned  about  pharmaceutical  patents.  It  is  in  the 
U.S.  interest  that  countries  with  weak  patent  protection  provide  the  shortest  pos- 
sible transition  periods.  This  is  the  clear  objective  of  the  TRIPS  Agreement  and,  in 
particular.  Article  70:2. 

To  meet  this  key  objective  of  the  TRIPS  Agreement,  I  believe  that  the  FDA  must 
accept  from  new  drug  application  holders  the  revised  patent  expiration  dates  that 
were  established  by  the  URAA  and  expeditiously  publish  the  revised  dates  in  the 
FDA  Orange  Book.  Further,  I  urge  that  applicants,  whose  abbreviated  new  drug  ap- 
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plications  had  previously  been  submitted  but  where  approval  has  not  yet  become  ef- 
fective, be  required  to  submit  new  patent  certifications  with  respect  to  the  revised 
patent  expiration  dates. 

Article  70:2  was  specifically  inserted  in  the  TRIPS  Agreement  to  prevent  WTO 
members  from  delajdng  the  application  of  the  stronger  protection  found  in  the 
TRIPS  Agreement  to  existing  patents,  most  of  which  we  can  safely  say  will  be  held 
by  U.S.  rightholders.  I  strongly  believe  that  U.S.  commercial  interests  in  WTO  coun- 
tries that  currently  provide  weak  protection  will  be  dealt  a  severe  blow  should  U.S. 
patent  terms  for  existing  subject  matter  not  be  treated  in  the  manner  I  have  just 
described. 

I  urge  you  to  keep  these  matters  in  mind  as  you  make  your  decision  on  this  im- 
portant issue. 

Sincerely, 

Charles  E.  Grassley,  Chairman, 
Subcommittee  on  International  Trade, 

Committee  on  Finance. 


Department  of  Health  and  Human  Services, 

Food  and  Drug  Administration, 

Rockville,  MD,  May  8,  1995. 
Hon.  Orrin  G.  Hatch, 
Chairman,  Committee  on  the  Judiciary,  U.S.  Senate,  Washington,  DC. 

Dear  Mr.  Chairman:  This  is  in  response  to  your  letter  regarding  the  effect  of  the 
patent  term  extensions  under  the  Uruguay  Round  Agreements  Act  (URAA)  (P.L. 
103-465)  on  the  Food  and  Drug  Administration's  (FDA)  approval  of  generic  drug 
products  under  the  Drug  Price  Competition  and  Patent  Term  Restoration  Act  provi- 
sions of  the  Federal  Food,  Drug,  and  Cosmetic  Act  ("FDC  Act"). 

The  FDA  has  received  very  useful  input  from  innovator  and  generic  drug  industry 
representatives,  from  Congress,  from  consumer  groups,  and  from  members  of  the 
patent  bar  as  the  agency  has  assessed  the  effect  of  the  URAA  on  generic  drug  ap- 
provals. The  Patent  and  Trademark  OfHce  (PTO)  held  a  public  hearing  on  February 
16,  1995,  to  address  the  impact  of  the  URAA  on  certain  provisions  of  the  patent 
code,  and  upon  the  FDC  Act  provisions  related  to  generic  drug  approvals.  Oral  testi- 
mony was  given  at  that  hearing,  and  written  comments  on  the  issues  were  submit- 
ted to  FDA  and  PTO.  In  addition,  FDA  has  received  a  citizen  petition  from  an  inno- 
vator drug  company  requesting  that  FDA  not  approve  generic  versions  of  its  prod- 
ucts until  the  expiration  of  patent  terms  as  extended  by  the  URAA.  Numerous  inno- 
vator and  generic  drug  manufacturers  have  submitted  comments  and  responses  to 
the  citizen  petition. 

FDA  understands  that  many  groups  as  very  interested  in  this  matter,  and  we  in- 
tend to  act  on  it  soon.  We  will  inform  you  when  we  have  made  our  decision. 

We  appreciate  your  taking  the  time  to  express  your  concern  and  provide  us  with 
your  comments.  Please  do  not  hesitate  to  contact  me  if  you  require  further  informa- 
tion or  assistance. 
Sincerely, 

Diane  E.  Thompson, 
Associate  Commissioner  for  Legislative  Affairs. 


Department  of  Health  and  Human  Services, 

Food  and  Drug  Administration, 

Rockville  MD,  May  25,  1995. 
Re  Docket  No.  95P-0061/CP1. 
Donald  O.  Beers, 
David  E.  Korn, 
Arnold  &  Porter, 
New  Hampshire  Avenue,  NW.,  Washington,  DC. 

Dear  Messrs.  Beers  and  Korn:  This  responds  to  the  citizen  petition  you  submit- 
ted on  behalf  of  Glaxo  Inc.  (Glaxo)  dated  March  7,  1995.  ^  The  citizen  petition  re- 
quests that  the  Food  and  Drug  Administration  (FDA)  "follow  the  mandate  of  the 
[Uruguay  Round  Agreements  Act  (Pub.  L.  103-465)]  URAA  in  determining  when  ap- 
proval of  an  Abbreviated  New  Drug  Application  CANDA')  or  application  of  the  type 
described   in   Section  505   (b)(2)   of  the  Federal   Food,   Drug,   and   Cosmetic  Act 
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CFFDCA'),  21  U.S.C.  §  355(b)(2),  ('505(b)(2)  application'),  may  be  made  effective." 
Citizen  Petition  at  1.  The  citizen  petition  specifically  requests  that: 

(1)  FDA  publish  patent  dates  as  revised  by  the  URAA  in  "Approved  Drug  Prod- 
ucts with  Therapeutic  Equivalence  Evaluations"  (the  Orange  Book)  prior  to  June  8, 
1995; 

(2)  FDA  announce  that  pending  ANDA  and  505(b)(2)  applications  containing  para- 
graph III  certifications  to  the  pre-URAA  patent  expiration  dates  must  be  amended 
to  acknowledge  the  patent  expiration  dates  as  extended  by  the  URAA; 

(3)  FDA  announce  that  any  new  ANDA's  or  505(b)(2)  applications  must  refer  to 
the  patent  expiration  dates  extended  by  the  URAA; 

(4)  FDA  not  make  approvals  of  any  ANDA  or  505(b)(2)  application  containing  a 
paragraph  III  certification  effective  prior  to  the  patent  expiration  date  as  revised  by 
the  URAA;  and 

(5)  FDA  require  ANDA  and  505(b)(2)  applicants  that  seek  an  effective  date  of  ap- 
proval prior  to  the  URAA-revised  patent  expiration  date  to  submit  paragraph  IV 
certifications  for  any  applicable  patents. 

Citizen  Petition  at  2-3. 

For  the  reasons  set  out  below,  the  agency  grants  your  citizen  petition  in  part,  and 
denies  your  citizen  petition  in  part. 

I.  Statutory  and  Regulatory  Background 

The  relief  sought  by  the  citizen  petition  filed  on  behalf  of  Glaxo  must  be  deter- 
mined under  the  Federal  Food,  Drug,  and  Cosmetic  Act  (the  FD&C  Act)  and  the 
URAA,  which  establish  the  obligations  of  approved  new  drug  application  (NDA) 
holders,  ANDA  and  505(b)(2)  applicants,  and  the  agency  with  respect  to  extended 
expiration  dates  for  patents  covering  listed  drugs  or  their  uses.^ 

A.  THE  FD&C  act  AND  FDA  REGULATIONS 

The  agency's  decision  in  this  matter  is  governed  by  provisions  of  the  FD&C  Act 
related  to  new  drug  and  generic  drug  approvals.  These  provisions  were  added  to  the 
FD&C  Act  through  the  Drug  Price  Competition  and  Patent  Term  Restoration  Act 
of  1984  (Pub.  L.  No.  98-417)  (the  Waxman-Hatch  Amendments).  Title  I  of  the  Wax- 
man-Hatch  Amendments  was  intended  "to  make  available  more  low  cost  generic 
drugs  by  establishing  a  generic  drug  approval  procedure  for  pioneer  drugs  first  ap- 
proved after  1962."  H.  Rept.  No.  857  (Part  I),  98th  Cong.,  2d  sess.  at  14  (1984) 
(House  Report).  Title  II  of  the  Waxman-Hatch  Amendments  was  intended  to  provide 
a  new  incentive  for  increased  expenditures  for  research  and  development  of  drug 
products  by  "restoration  of  some  of  the  time  lost  on  patent  life  while  the  product 
is  awaiting  pre-market  approval."  (House  Report  at  15.)  ^ 

1.  New  drug  applications 

Under  the  Waxman-Hatch  Amendments,  pharmaceutical  companies  seeking  to 
market  pioneer  drugs  must  first  obtain  FDA  approval  through  the  filing  of  an  NDA 
(see  section  505  (a)  and  (b)  of  the  FD&C  Act).  In  addition  to  data  demonstrating 
the  safety  and  effectiveness  of  the  drug,  an  NDA  applicant  is  required  to  submit 
to  FDA  information  on  any  patent  which  claims  the  drug  or  a  method  of  using  such 
drug  for  which  a  claim  of  patent  infringement  could  reasonably  be  asserted  against 
an  unauthorized  party  (see  section  505  (b)(1)  and  (c)(2)  of  the  FD&C  Act).  The  pat- 
ent information  must  include  the  patent  number  and  date  of  expiration.  Id.  If  pat- 
ent information  is  available  at  the  time  the  NDA  is  submitted  or  becomes  available 
during  the  pendency  of  FDA's  review  of  the  application,  it  must  be  included  with 
the  NDA  or  filed  in  an  amendment  to  the  application  (see  section  505(b)(1)  of  the 
FD&C  Act). 

The  statute  specifically  anticipates  that  patents  may  issue  after  approval  of  the 
NDA  and  provides  for  submission  of  information  to  FDA  on  those  patents  (see  sec- 
tion 505  (c)(2)  of  the  FD&C  Act).  The  Waxman-Hatch  Amendments  provide  for  the 
extension  of  patent  term  expiration  dates  for  listed  patents  under  the  patent  term 
restoration  provisions  (see  35  U.S.C.  156). 

FDA  is  to  publish  the  patent  information  submitted  to  it  by  the  NDA  holder  (see 
section  505  (b)(1)  and  (c)(2)  of  the  FD&C  Act).  The  agency  publishes  the  required 
patent  information  in  its  publication,  the  Orange  Book.  When  accepting  patent  in- 
formation from  the  NDA  sponsor  under  section  505  (b)(1)  and  (c)(2)  of  the  FD&C 
Act,  FDA  is  acting  in  a  solely  ministerial  capacity.  The  agency  relies  on  the  spon- 
sor's assessment  of  the  applicability  of  the  patent  to  the  drug  and  does  not  make 
an  independent  determination  on  that  issue  (see  the  Federal  Register  of  October  3, 
1994,  59  FR  50338  at  50343,  50345,  50348,  50349,  50361).  The  statutory  scheme  re- 
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lies  on  private  patent  litigation  to  resolve  disputes  concerning  patent  validity  and 
applicability  (see  59  FR  50338  at  50348). 

Because  current  patent  information  is  an  important  part  of  the  patent  certifi- 
cation process,  patent  information  that  becomes  available  after  approval  of  the  NDA 
because  of  the  issuance  of  a  new  patent  or  a  Waxman-Hatch  patent  term  extension 
will  be  published  by  FDA  (see  59  FR  50338  at  50343). 

2.  ANDA's  and  505(b)(2)  applications 

A  manufacturer  that  wishes  to  market  a  generic  version  of  a  pioneer  drug  must 
submit  to  FDA  an  ANDA  (see  section  505  (a)  and  (j)  of  the  FD&C  Act).  An  applicant 
that  wishes  to  gain  approval  of  an  application  for  a  new  drug  when  the  investiga- 
tions that  show  the  safety  and  effectiveness  of  the  drug  were  not  conducted  by  the 
applicant  and  for  which  the  applicant  has  not  obtained  a  right  of  reference  or  use 
must  submit  to  FDA  a  505(b)(2)  application  (see  section  505  (a)  and  (b)  of  the  FD&C 
Act).  The  statute  requires  that  an  ANDA  or  505(b)(2)  application  contain,  among 
other  data  and  information,  a  certification  with  respect  to  each  patent  that  claims 
the  drug  for  which  the  ANDA  applicant  is  seeking  approval.  This  certification  must 
state  one  of  the  following: 

(I)  that  the  required  patent  information  relating  to  such  patent  has  not  been  filed; 

(II)  that  such  patent  has  expired; 

(III)  that  the  patent  will  expire  on  a  particular  date;  or 

(IV)  that  such  patent  is  invalid  or  will  not  be  infringed  by  the  drug  for  which  ap- 
proval is  being  sought. 

(See  section  505  (b)(2)(A)  and  (j)(2)(A)(vii)  of  the  FD&C  Act.) 

The  two  types  of  patent  certifications  particularly  relevant  in  this  matter  are 
those  made  under  paragraph  III  (a  paragraph  III  certification)  and  paragraph  IV 
(a  paragraph  IV  certification).  A  paragraph  III  certification  indicates  that  the  appli- 
cant does  not  intend  to  market  the  drug  until  after  the  expiration  date  of  the  appli- 
cable patent.  An  applicant  whose  ANDA  or  505(b)(2)  application  contains  a  para- 
graph IV  certification  must  give  notice  of  the  filing  to  the  patent  owner  and  the 
NDA  holder  for  the  listed  drug  (see  section  505  (b)(3)  and  (j)(2)(B)  of  the  FD&C  Act). 
This  notice  must  include  a  detailed  statement  of  the  factual  and  legal  basis  for  the 
applicant's  opinion  that  the  patent  is  not  valid  or  will  not  be  infringed.  Id. 

FDA  regulations  require  that  an  ANDA  or  505(b)(2)  applicant  amend  its  patent 
certification  if  "at  any  time  before  the  effective  date  of  the  approval  of  the  applica- 
tion, the  applicant  learns  that  the  submitted  certification  is  no  longer  accurate"  (see 
21  CFR  314.94(a)(12)(viii)(C)  pubhshed  at  59  FR  50338  at  50366  and  21  CFR 
314.50(i)(6)(iii)(A)  published  at  59  FR  50338  at  50362). 

3.  FDA  approval  of  ANDA's  and  505(b)(2)  applications 

The  timing  of  FDA's  approval  of  an  ANDA  or  505(b)(2)  application  is  governed, 
in  part,  by  the  patent  certifications  submitted  by  the  applicant.  FDA  may  approve 
an  application  that  contains  a  paragraph  III  certification  on  the  date  the  patent  to 
which  the  certification  was  made  expires  (see  section  505  (c)(3)(B)  and  (j)(4)(B)(ii) 
of  the  FD&C  Act).  In  the  case  of  a  paragraph  IV  certification,  FDA  will  approve  the 
application,  and  the  approval  will  become  effective  immediately  despite  the 
unexpired  patent,  unless  an  action  for  infringement  of  the  patent  is  brought  against 
the  applicant  within  45  days  of  the  date  the  patent  owner  and  the  NDA  holder  re- 
ceive notice  of  the  paragraph  IV  certification  (see  section  505  (c)(3)(C)  and 
(j)(4)(B)(iii)  of  the  FD&C  Act).  If  a  patent  action  is  brought  within  the  45-day  period, 
FDA  may  make  the  approval  of  the  ANDA  or  505(b)(2)  application  effective  no  ear- 
lier than  30  months  from  the  date  that  the  patent  owner  and  NDA  sponsor  received 
the  notice,  or  such  shorter  or  longer  period  as  the  court  may  order.  Id. 

B.  URUGUAY  ROUND  AGREEMENTS  ACT 

The  citizen  petition  requests  that  FDA  "follow  the  mandate  of  the  URAA"  with 
respect  to  approvals  of  ANDA's  and  505(b)(2)  applications.  Citizen  Petition  at  1.  The 
URAA  was  enacted  in  December  1994  to  implement  the  Uruguay  Round  Agree- 
ments, a  series  of  multilateral  agreements,  which  includes  the  General  Agreement 
on  Tariffs  and  Trade  (GATT)  and  the  Agreement  on  Trade-Related  Aspects  of  Intel- 
lectual Property  Rights  (TRIP's). 

URAA's  provisions  amend  Title  35  of  the  U.S.  Code  to  extend  the  period  of  patent 
protection  for  some  patents.  Section  532(a)(1)  of  the  URAA  amends  35  U.S.C.  154 
to  provide  that  patents  issued  after  June  8,  1995  (the  effective  date  of  the  patent 
provisions  of  URAA),  will  have  a  term  of  20  years  from  the  date  on  which  the  appli- 
cation for  the  patent  was  filed  or,  under  certain  circumstances,  from  the  date  of  the 
earliest  patent  application  filing.  Section  532(a)(1)  of  the  URAA  also  provides  that. 
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for  patents  in  force  on  June  8,  1995,  or  the  result  from  an  application  filed  before 
that  date,  the  patent  term  shall  be  the  greater  of  17  years  from  the  granting  of  the 
patent  or  20  years  from  the  date  on  which  the  application  for  the  patent  was  filed, 
or  under  certain  circumstances  20  years  from  the  date  of  the  earliest  patent  applica- 
tion filing. 

The  URAA  contains  a  transitional  provision  governing  acts  that  will  become  in- 
fringing due  to  the  extension  of  patents  in  effect  or  already  filed  as  of  June  8,  1995. 
Section  532(a)(1)  of  the  URAA  limits  the  availability  of  certain  statutory  patent  in- 
fringement remedies  for  acts  that  were  commenced,  or  for  which  substantial  invest- 
ment was  made,  before  June  8,  1995,  and  which  become  infringing  because  of  the 
extension  of  the  patent  period.  This  provision  establishes  that  the  remedies  set  out 
in  sections  283,  284,  and  285  of  Title  35,  which  provide  for  injunctions,  damages, 
and  attorney  fees,  will  not  apply  to  infringing  acts  during  this  period.  The  URAA 
provides  that  such  infringing  acts  may  be  continued  upon  payment  of  equitable  re- 
muneration to  the  patentee.  The  statute  does  not  define  "substantial  investment"  or 
"equitable  remuneration." 

The  patent  code  also  contains,  at  35  U.S.C.  271(e)(4),  a  provision  that  establishes 
the  remedies  available  for  infringement  of  patents  on  drug  products  when  a  manu- 
facturer seeks  approval  to  market  a  generic  version  of  the  drug  before  the  expiration 
of  applicable  patents.  This  section,  which  provides  for  a  court  to  order  that  the  effec- 
tive date  of  an  approval  shall  be  no  earlier  than  the  patent's  expiration  date,  and 
for  injunctions,  damages,  and  attorney  fees,  was  not  among  the  remedial  provisions 
explicitly  made  unavailable  under  the  URAA. 

Section  271(e)  of  Title  35  was  enacted  as  part  of  Title  II  of  the  Waxman-Hatch 
Amendments  and  relates  specifically  to  the  approval  process  for  generic  drug  prod- 
ucts."* Section  271(e)(1)  establishes  that  it  is  not  an  act  of  infringement  to  use  a  pat- 
ented drug  for  purposes  related  to  obtaining  regulatory  approval  of  the  product.  ^ 
Section  271(e)(2)  states  that  it  shall  be  an  act  of  infringement  to  submit  a  505(b)(2) 
application  or  ANDA  "if  the  purpose  of  such  submission  is  to  obtain  approval  under 
[the  FD&C  Act]  to  engage  in  the  commercial  manufacture,  use,  or  sale  of  a  drug 
*  *  *  claimed  in  a  patent  or  the  use  of  which  is  claimed  in  a  patent  before  the  expi- 
ration of  such  patent."^  Section  271(e)(4)  lists  the  remedies  available  for  infringe- 
ment actions  brought  under  section  271(e)(2),  and  states  that  these  will  be  the  only 
remedies  for  a  patent  infringement  action  brought  under  that  provision. 

II.  Petitioner's  Request 

Petitioner  requests  that  FDA  take  five  specific  actions  with  respect  to  patents  that 
have  expiration  dates  that  will  be  extended  by  the  URAA.  Each  of  these  requests 
is  discussed  below. 

A.  FDA  SHOULD  PUBLISH  PATENT  EXPIRATION  DATES  AS  REVISED  BY  THE  URAA  IN  THE 
ORANGE  BOOK  BEFORE  JUNE  8,  1995 

The  Waxman-Hatch  Amendments  require  that  FDA  publish  the  patent  informa- 
tion submitted  to  it  in  accordance  with  section  505  (b)(1)  and  (c)(2)  of  the  FD&C 
Act.  The  agency  publishes  patent  information  submitted  to  FDA  after  approval  of 
the  NDA  when  the  patent  information  derives  from  a  patent  term  extension  under 
35  U.S.C.  156,  or  from  the  issuance  of  a  new  patent  (see  59  FR  50338  at  50343). 

Publication  of  the  URAA-extended  patent  expiration  dates  in  the  Orange  Book 
will  assure  that  ANDA  and  505(b)(2)  applicants  are  aware  of  the  patents  and  patent 
expiration  dates  that  NDA  holders  believe  apply  to  the  listed  drug  product  or  use. 
This  will  permit  the  applicant  or  another  interested  party  either  to  provide  a  cor- 
responding certification  in  an  ANDA  or  505(b)(2)  application,  or  to  challenge  the  ac- 
curacy of  the  patent  information  through  the  procedures  set  out  in  21  CFR  314.53(f) 
(pubUshed  at  59  FR  50364)  and  21  CFR  314.94(a)(12)(vii)  (published  at  59  FR 
50365). 

FDA  denies  petitioner's  request  that  the  agency  publish  the  URAA-extended  pat- 
ent expiration  dates  before  June  8,  1995.  As  noted  in  the  citizen  petition  at  p.  10, 
the  new  patent  expiration  dates  will  take  effect  on  June  8,  1995  (see  section  534 
of  the  URAA).  The  agency  will  not  accept  patent  information  that  anticipates  the 
granting  of  a  new  patent,  a  situation  analogous  to  this  grant  of  patent  term  exten- 
sion (see  the  Federal  Register  of  July  10,  1989  (54  FR  28872  at  28908)).  This  posi- 
tion is  consistent  with  the  Waxman-Hatch  Amendments'  requirement  that  informa- 
tion on  patents  be  submitted  to  the  agency  within  30  days  of  the  date  of  issue,  not- 
withstanding that  patent  applicants  may  receive  advance  notice  that  a  patent  will 
be  issued  (see  section  505(c)(2)  of  the  FD&C  Act).  The  agency  has  stated  that,  with 
respect  to  new  patents,  the  NDA  holder  may  informally  notify  the  agency  of  the  im- 
pending issuance  of  the  patent,  but  that  no  official  action  will  be  taken  in  response 
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to  such  notice  (see  54  FR  28872  at  28908).  This  procedure  will  apply  as  well  with 
respect  to  URAA-extended  patent  expiration  dates.'' 

The  agency  expects  to  receive  information  on  the  URAA-extended  patent  expira- 
tion dates  directly  from  the  NDA  holder  on  or  after  June  8,  1995.^  The  agency  will 
place  this  information  on  public  display  after  June  8,  1995,  and  will  publish  it  in 
the  monthly  supplement  to  the  Orange  Book  after  June  8,  1995  (see  21  CFR 
314.53(e)  published  at  59  FR  50364).^ 

B.  FDA  SHOULD  ANNOUNCE  THAT  PENDING  ANDA  AND  505(BX2)  APPLICATIONS  CONTAIN- 
ING PARAGRAPH  III  CERTIFICATIONS  TO  THE  PRE-URAA  PATENT  EXPIRATION  DATES 
MUST  BE  AMENDED  TO  ACKNOWLEDGE  THE  URAA-EXTENDED  PATENT  EXPIRATION 
DATES 

FDA's  current  regulations  require  that  an  ANDA  or  505(b)(2)  applicant  amend  its 
patent  certification  if  "at  any  time  before  the  effective  date  of  the  approval  of  the 
application,  the  applicant  learns  that  the  submitted  certification  is  no  longer  accu- 
rate" (see  21  CFR  314.94(a)(12)(viii)(C)  published  at  59  FR  50338  to  50366  and  21 
CFR  314.50(i)(6)(iii)(A)  published  at  59  FR  50338  to  50362).  After  June  8,  1995,  and 
upon  timely  submission  by  the  NDA  holder  of  the  URAA-extended  patent  expiration 
dates,  a  pending  ANDA  or  505(b)(2)  application  that  contains  a  paragraph  III  cer- 
tification to  the  pre-URAA  patent  expiration  date  will  be  inaccurate  under  the  cur- 
rent regulations. 

Because  the  Waxman-Hatch  Amendments  and  implementing  regulations  require 
that  ANDA  and  505(b)(2)  applicants  certify  as  to  timely  patent  information,  and 
that  the  timing  of  FDA's  approval  be  governed  by  these  certifications,  the  only  way 
the  agency  could  approve  ANDA's  and  505(b)(2)  applications  before  the  URAA-ex- 
tended patent  expiration  date  is  if  the  URAA  permits  FDA  to  treat  the  period  of 
extended  patent  protection  granted  by  the  URAA  differently  than  it  treats  other 
patent  protection  asserted  by  NDA  holders.  In  particular,  the  agency's  action  de- 
pends upon  whether  the  URAA  permits  FDA  to  make  an  exception  to  the  updated 
certification  requirement  for  ANDA  and  505(b)(2)  applications.  If  applications  are 
not  required  to  certify  to  the  URAA-extended  patent  term,  FDA  may  approve  the 
ANDA  or  505(b)(2)  application  upon  the  expiration  of  the  pre-URAA  patent  term. 
Resolution  of  this  issue  requires  FDA  to  make  a  legal  judgment  concerning  the  pat- 
ent code,  about  which  the  agency  has  no  special  expertise,  to  determine  the  applica- 
bility of  the  transitional  provision  set  out  within  section  532(a)(1)  of  the  URAA  to 
the  generic  drug  approval  process. 

Arguably,  FDA  could  treat  the  period  of  URAA-extended  patent  term  differently 
than  it  treats  other  patent  protection  asserted  by  NDA  holders  if  the  URAA's  transi- 
tional "grandfather"  provision  within  section  532(a)(1)  applied  to  infringements 
through  ANDA  submission  and  approval.  Section  532(a)(1)  of  the  URAA  amends  35 
U.S.C.  154  to  limit  the  remedies  available  for  infringement,  permitting  parties  that 
have  commenced  acts,  or  made  a  substantial  investment  toward  acts,  which  will  be- 
come infringing  under  the  extended  patent  period  provided  by  the  URAA,  to  market 
their  products  during  the  URAA-extended  period  upon  payment  of  "equitable  remu- 
neration" to  the  patentee.  The  agency  cannot  find  a  basis  for  adopting  the  interpre- 
tation of  the  URAA  that  35  U.S.C.  154,  as  amended,  applies  to  infringements 
through  ANDA  submissions,  which  are  governed  by  35  U.S.C.  271(e). 

The  agency  believes  that  interpretation  of  the  interrelationship  between  the  tran- 
sitional provisions  of  section  532(a)(1)  of  the  URAA  and  35  U.S.C.  271(e)(4)  is  gov- 
erned by  the  plain  language  of  the  URAA.  The  Supreme  Court  has  established  a 
two-step  process  for  reviewing  and  agency's  interpretation  of  a  statute.  Chevron, 
U.S.A.,  Inc.  V.  Natural  Resources  Defense  Council,  Inc.,  467  U.S.  837,  842  (1984). 
Under  Chevron,  the  first  question  is  whether  Congress  has  directly  addressed  the 
matter  at  issue.  "If  the  intent  of  Congress  is  clear,  that  is  the  end  of  the  matter; 
for  the  court,  as  well  as  the  agency,  must  give  effect  to  the  unambiguously  ex- 
pressed intent  of  Congress."  Id.  at  842-43.  Only  if  the  statute  is  silent  or  ambiguous 
does  the  court  turn  to  the  second  step  of  the  Chevron  analysis  and  determine  wheth- 
er the  agency's  interpretation  of  the  statute  is  a  permissible  one  and  therefore  enti- 
tled to  deference,  id.  at  843—44.  In  the  present  matter,  the  plain  meaning  of  the 
URAA  has  determined  the  agency's  position.  See  United  States  v.  Ron  Pair  Enter- 
prises, Inc.,  489  U.S.  235,  241  (1989)  (when  language  of  statute  is  plain,  it  is  to  be 
enforced  according  to  its  terms).  The  URAA  is  not  "silent  or  ambiguous"  on  the 
question  of  applying  the  transitional  provision  to  the  generic  drug  approval  process. 
Indeed,  if  the  statute  did  admit  of  more  than  one  interpretation,  FDA  would  have 
found  that  approval  of  pending  applications  upon  the  expiration  of  the  pre-URAA 
patent  term  for  patents  issued  before  June  8,  1995,  is  more  consistent  with  the  un- 
derlying goals  of  the  Waxman-Hatch  Amendments. 
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The  transitional  provision  of  the  URAA  limits  the  remedies  available  to  a  pat- 
entee in  a  suit  brought  against  an  infringer  whose  actions  became  infringing  due 
to  the  URAA  patent  extension.  Section  532  of  the  URAA  specifically  lists  the  three 
remedial  provisions  that  are  unavailable:  35  U.S.C.  283,  284,  and  285.  This  provi- 
sion does  not  list  among  the  unavailable  remedies  section  271(e)(4),  which  provides 
for  injunctions,  damages,  and  attorney  fees  for  infringement  actions  arising  from  a 
manufacturer  seeking  approval  from  FDA  to  market  a  generic  version  of  a  patented 
drug  product  before  the  patent  on  the  product  expires.  Moreover,  this  apparently  is 
not  an  example  of  Congress  having  overlooked  a  statutory  provision  it  might  have 
changed  had  it  been  aware  of  its  existence;  section  533  of  the  URAA  amends  35 
U.S.C.  271(e)(4)  to  apply  the  remedies  specified  to  a  broader  range  of  infringing  ac- 
tions (e.g.,  it  extends  coverage  from  "sale"  to  "offer  to  sell").  In  light  of  this  reference 
in  the  URAA  to  section  271,  the  agency  does  not  believe  that  it  can  assert  that  Con- 
gress was  unaware  of  the  existence  of  these  remedies  for  infringement  of  patents 
on  drug  products,  and,  therefore,  did  not  include  them  among  the  unavailable  rem- 
edies in  section  532(a)(1)  of  the  URAA. 

In  the  present  matter,  therefore,  the  plain  meaning  of  the  URAA  is  dispositive. 
While  the  results  of  this  literal  interpretation  of  the  words  of  the  statute  are  puz- 
zling, in  that  Congress  has — without  explanation  in  the  legislative  history — applied 
the  transitional  "grandfathering"  provision  to  every  patented  product  except  drugs, 
the  agency  believes  that  this  result  follows  from  the  language  of  the  statute.  ^° 

The  limited  legislative  history  for  section  532  of  the  URAA  does  not  provide  any 
affirmative  support  for  the  argument  asserted  in  responses  to  the  citizen  petition 
that  it  was  Congress'  intention  to  apply  the  transitional  provision  to  all  acts  of  pat- 
ent infringement.  The  language  in  the  TRIP's  Agreement  permits,  but  does  not  re- 
quire, the  inclusion  of  a  transitional  provision  in  the  implementing  legislation  adopt- 
ed by  a  member  country.  ^^  The  statements  contained  in  the  Statement  of  Adminis- 
trative Action  and  in  the  Joint  Senate  report  are  not  specific  as  to  the  parties  af- 
fected by  the  transitional  provision  and  are  merely  restatements  of  the  general  tech- 
nical aspects  of  the  provision.  ^2 

In  a  May  19,  1995,  letter  to  Commissioner  Kessler,  United  States  Trade  Rep- 
resentative Kantor,  chief  negotiator  of  the  Uruguay  Round  Agreements,  indicated 
that  the  intention  of  the  language  of  the  provision  was  to  treat  all  companies  equal- 
ly. In  other  words,  according  to  the  United  States  Trade  Representative,  generic 
pharmaceutical  companies  that  have  made  a  substantial  investment  in  anticipation 
of  the  expiration  of  the  pre-URAA  patent  should  be  permitted  to  market  their  prod- 
ucts as  of  that  date,  upon  payment  of  equitable  remuneration.  This  letter  indicates 
that  the  language  of  the  URAA  does  not  reflect  the  legislative  intent.  Nevertheless, 
the  language  of  the  statute  is  controlling. 

For  the  reasons  set  out  above,  the  agency  has  determined  that  the  URAA  provides 
no  basis  for  FDA  to  treat  the  period  of  patent  extension  furnished  by  the  URAA  dif- 
ferently than  it  treats  other  patent  protection  asserted  by  NDA  holders.  There  is 
therefore  no  support  for  FDA  to  change  its  regulation  that  requires  an  applicant 
with  a  pending  ANDA  or  505(b)(2)  application  to  amend  its  certification  to  respond 
to  patent  information  filed  after  the  application  was  submitted  but  before  approval 
is  effective.  ANDA  and  505(b)(2)  applications  pending  before  the  agency  on  June  8, 
1995,  that  contain  certifications  only  with  respect  to  pre-URAA  patent  expiration 
dates  must  be  amended  to  respond  to  URAA-extended  patent  expiration  dates,  if 
such  information  is  submitted  in  a  timely  manner  by  the  NDA  holder.  Applications 
that  do  not  include  certifications  amended  to  respond  to  the  URAA-extended  patent 
expiration  dates  will  not  be  approved. 

C.  FDA  SHOULD  ANNOUNCE  THAT  ANY  NEW  ANDA'S  OR  505(B)(2)  APPLICATIONS  MUST 
REFER  TO  THE  PATENT  EXPIRATION  DATES  EXTENDED  BY  THE  URAA 

The  agency  has  determined  that  the  URAA-extended  patent  expiration  dates  sub- 
mitted to  FDA  in  a  timely  manner  by  the  NDA  holder  will  be  the  applicable  patent 
expiration  dates  with  respect  to  patent  certifications  under  section  505(j)(2)(A)(vii) 
and  (b)(2)(A)  of  the  FD&C  Act.  This  determination  applies  to  new  ANDA'S  and 
505(b)(2)  applications  submitted  to  FDA  after  the  effective  date  of  the  URAA  patent 
extension  provisions,  as  well  as  to  applications  pending  before  the  agency  on  the  ef- 
fective date. 

D.  FDA  SHOULD  NOT  MAKE  APPROVALS  OF  ANY  ANDA  OR  505(3X2)  APPLICATION  CONTAIN- 
ING A  PARAGRAPH  III  CERTIFICATION  EFFECTIVE  BEFORE  THE  PATENT  EXPIRATION 
DATE  AS  REVISED  BY  THE  URAA 

As  discussed  above,  the  timing  of  FDA  approval  of  an  ANDA  or  505(b)(2)  applica- 
tion is  governed  in  part  by  the  patent  certifications  submitted  by  the  applicant.  In 
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the  case  of  a  paragraph  III  certification,  FDA  will  make  approval  of  the  application 
effective  no  earlier  than  the  expiration  date  of  the  patent  tnat  is  the  subject  of  the 
paragraph  III  certification.  Further,  FDA  regulations  require  that  an  applicant  with 
a  pending  ANDA  or  505(b)(2)  application  amend  the  certification  to  respond  to  time- 
ly patent  information — including  URAA  patent  extension  information — filed  with 
the  agency  after  the  ANDA  was  submitted.  If  an  application  contains  a  paragraph 
III  certification  only  with  respect  to  the  pre-URAA  expiration  date  for  tne  patent, 
FDA  will  not  approve  the  application  because  the  ANDA  or  505(b)(2)  application 
will  not  contain  a  certification  to  patent  information  submitted  by  the  NDA  holder 
in  a  timely  fashion  (see  section  505(d)(6)  and  (j)(3)(J)  of  the  FD&C  Act. 

E.  FDA  SHOULD  REQUIRE  ANDA  AND  505(B)(2)  APPLICANTS  THAT  SEEK  AN  EFFECTIVE 
DATE  OF  APPROVAL  BEFORE  THE  URAA-REVISED  PATENT  EXPIRATION  DATE  TO  SUBMIT 
PARAGRAPH  IV  CERTIFICATIONS  FOR  ANY  APPLICABLE  PATENTS 

The  drug  approval  process  established  by  the  Waxman-Hatch  Amendments  re- 
quires that  an  ANDA  or  505(b)(2)  application  contain  a  certification  stating  the  sta- 
tus of  patents  submitted  to  FDA  by  the  NDA  holder.  The  only  certification  that  is 
appropriate  if  an  applicant  wishes  to  challenge  such  a  patent  is  a  paragraph  IV  cer- 
tification. The  paragraph  IV  certification  is  appropriate  when  the  applicant  believes 
that  the  listed  patent  is  "invalid  or  will  not  be  infringed  by  the  manufacture,  use, 
or  sale  of  the  new  drug  for  which  the  application  is  submitted"  (see  section 
505(b)(2)(A)(iv)  and  (j)(2)(A)(vii)(IV)  of  the  FD&C  Act).  A  paragraph  IV  certification 
is  also  appropriate  when  an  applicant  believes  that  the  patent  is  unenforceable  (see 
21  CFR  314.94(a)(12)(i)(A)(4)  published  at  59  FR  50338  at  50365,  21  CFR 
314.50(i)(l)(i)(A)(4)  published  at  59  FR  50338  at  50361,  and  59  FR  50338  at  50339 
(discussing  Merck  v.  Danbury  Pharmacal,  Inc.,  694  F.Supp.  1  (D.  Del  1988),  affd, 
873  F.2d  1418  (Fed.  Cir.  1989))). 

FDA  cannot  require  an  ANDA  or  505(b)(2)  applicant  to  file  a  paragraph  IV  certifi- 
cation with  respect  to  a  patent.  It  can,  and  will,  however,  refuse  to  approve  an  appli- 
cation that  contains  a  paragraph  III  certification  to  an  incorrect  patent  expiration 
date,  including  a  certification  to  the  pre-URAA  expiration  date  of  a  patent  for  which 
a  URAA-extended  patent  expiration  date  has  been  submitted  to  the  agency  in  a 
timely  fashion.  If  an  applicant  with  an  incorrect  certification  wishes  to  ootain  FDA 
approval  of  its  ANDA  or  505(b)(2)  application,  it  must  amend  its  application  to  pro- 
vide either  a  paragraph  III  certification  indicating  that  it  will  wait  until  the  URAA- 
extended  patent  has  expired,  or  a  paragraph  IV  certification  indicating  that  the  pat- 
ent is  invalid,  unenforceable,  or  will  not  be  infringed.  As  discussed  above,  if  a  patent 
challenge  is  brought  within  45  days  by  the  patent  owner  or  NDA  holder,  FDA  must 
stay  its  approval  for  at  least  30  months,  unless  a  shorter  or  longer  time  is  ordered 
by  a  court.  1^ 

III.  CONCLUSION 

The  1984  Waxman-Hatch  Amendments  to  the  Federal  Food,  Drug,  and  Cosmetic 
Act  represent  a  careful  balance  between  the  policies  of  fostering  the  availability  of 
generic  drugs  and  of  providing  sufficient  incentives  for  research  on  breakthrough 
drugs.  This  landmark  compromise  between  the  interests  of  the  generic  drug  compa- 
nies and  the  pioneer  companies  was  intended  to  grant  a  one-time  patent  term  exten- 
sion in  exchange  for  the  prompt  availability  of  generic  drug  products.  There  is  cer- 
tainly a  strong  argument  to  be  made  that  such  a  compromise  should  not  be  upset 
without  hearings  and  careful  deliberation  as  to  the  impact  on  the  twin  interests 
served  by  the  Waxman-Hatch  Amendments. 

Here  there  were  neither  hearings  nor  a  single  word  of  debate  on  the  floor  of  the 
House  or  Senate  on  the  impact  of  the  URAA  on  the  1984  Waxman-Hatch  Amend- 
ments. Nor  do  the  committee  reports  indicate  that  Congress  understood  that  the 
URAA  would  both  grant  a  patent  term  extension  for  certain  pioneer  products  and 
block  FDA  from  approving  generic  versions  of  those  drugs  until  the  extended  patent 
terms  have  expired.  Nonetheless,  the  language  of  the  URAA  directs  that  result. 

Accordingly,  for  the  reasons  stated  above,  FDA  grants  your  citizen  petition  in  part 
and  denies  your  citizen  petition  in  part.  FDA  has  determined  that  the  URAA-ex- 
tended patent  term  expiration  dates  will  be  the  governing  patent  expiration  dates 
with  respect  to  NDA  submissions  and  FDA  publication  of  patent  information  on  list- 
ed drugs  and  their  uses;  however,  FDA  will  not  publish  the  URAA-extended  patent 
expiration  dates  until  after  they  become  effective  on  June  8,  1995.  ANDA's  and 
505(b)(2)  applications  pending  before  the  agency  on  June  8,  1995,  must  be  amended 
to  respond  to  the  URAA-extended  patent  expiration  dates,  if  information  on  the  new 
expiration  dates  is  submitted  to  the  agency  in  a  timely  manner.  ANDA's  and 
505(b)(2)  applications  submitted  after  June  8,  1995,  similarly  must  provide  patent 
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certifications  with  respect  to  the  URAA-extended  patent  expiration  dates.  After 
June  8,  1995,  FDA  will  not  approve  any  appUcation  that  does  not  contain  a  correct 
certification  with  respect  to  a  URAA-extended  patent  expiration  date  that  was  sub- 
mitted in  a  timely  manner  to  the  agency.  Finally,  FDA  cannot  require  that  an  appli- 
cant submit  a  paragraph  IV  certification  as  to  a  certain  patent.  The  agency  expects 
that  an  ANDA  or  505(b)(2)  applicant  that  wishes  to  market  a  generic  version  of  a 
drug  prior  to  the  expiration  of  a  URAA-extended  patent,  for  which  information  was 
timely  submitted  to  FDA,  will  file  a  paragraph  IV  certification  with  respect  to  that 
patent. 

Sincerely  yo\irs, 

William  B.  Schultz, 
Deputy  Commissioner  for  Policy. 

FOOTNOTES 

1  FDA  has  received  a  number  of  responses  to  Glaxo 's  citizen  petition  from  generic  and  innova- 
tor drug  manufacturers.  Glaxo  has  submitted  an  additional  comment  on  the  responses  dated 
April  13,  1995.  These  documents,  as  well  as  correspondence  referred  to  in  this  response,  are  in- 
cluded in  Docket  No.  95P-0061.  The  agency  has  considered  these  submissions,  as  well  as  the 
oral  and  written  submissions  made  in  connection  with  the  February  16,  1995,  hearing  held  by 
the  Patent  and  Trademark  Office  (PTO)  at  which  these  issues  were  addressed  in  its  response 
to  Glaxo's  citizen  petition. 

2  This  analysis  applies  as  well  to  abbreviated  new  animal  drug  applications  (ANADA's),  by 
which  manufacturers  seek  approval  to  market  generic  versions  or  animal  drugs  under  section 
512oftheFD&C  Act. 

3  Until  the  Waxman-Hatch  Amendments,  manufacturers  of  generic  versions  of  pioneer  drugs 
first  approved  after  1962  generally  were  required  to  duplicate  the  time-consuming  and  expensive 
safety  and  effectiveness  studies  already  performed  on  the  pioneer  drugs.  The  Waxman-Hatch 
Amendments  permit  these  generic  drug  manufacturers  to  rely  on  FDA's  prior  determinations 
of  the  safety  and  efficacy  of  5ie  pioneer  drug  (see  House  Report  at  14  and  15). 

■*The  patent  term  extension  provisions  of  the  Waxman-Hatch  Amendments  were  also  codified 
in  the  patent  code.  35  U.S.C.  156. 

^This  provision  essentially  overruled  the  court's  decision  in  Roche  Products,  Inc.  v.  Bolar 
Pharmaceutical  Co.,  733  F.2d  858  (Fed.  Cir.  1984)  cert,  denied,  469  U.S.  856  (1984),  that  had 
determined  that  the  use  of  a  patented  product  even  for  testing  and  preparing  an  application 
for  regulatory  approval  was  an  act  of  infringement. 

^The  Supreme  Court  has  observed  that  section  271(e)(2)  creates  these  "artificiar  acts  of  in- 
fringement so  that  the  underlying  patent  issue  can  be  resolved  in  a  coiut  proceeding  pursuant 
to  a  paragraph  IV  certification.  Eli  Lilly  and  Co.  v.  Medtronic,  Inc.,  496  U.S.  661,  678  (1990). 
The  Court  further  observes  that  the  remedies  of  section  271(e)(4)  are  also  artificial  remedies. 
"Quite  obviously,  the  purpose  of  subsections  (e)(2)  and  (e)(4)  is  to  enable  the  judicial  adjudication 
upon  which  the  ANDA  and  paper  NDA  schemes  depend."  Id. 

■'NDA  holders  that  have  already  submitted  information  on  URAA  extended  patent  terms 
should  resubmit  such  information  on  or  after  June  8,  1995,  but  before  July  8,  1995. 

^The  agency  considers  the  submission  of  information  on  URAA-extended  patent  expiration 
dates  to  be  analogous  to  the  submission  of  information  on  newly  issued  patents.  Information 
on  these  URAA-extended  patent  expiration  dates  should  be  submitted  to  FDA  within  30  days 
of  June  8,  1995.  PTO  stated  in  the  Federal  Register  of  March  27,  1995,  that  it  intends  to  deter- 
mine and  publish  the  new  expiration  dates  for  patents  that  (1)  will  be  in  force  on  June  8,  1995, 
(2)  that  are  entitled  to  a  patent  term  of  20  years  from  the  date  of  filing,  and  (3)  that  have  re- 
ceived patent  term  extension  imder  the  Waxman-Hatch  Amendments  (see  60  FR  15748).  PTO 
has  indicated  to  FDA  that  it  expects  to  publish  this  information  before  Jime  8,  1995. 

^  Updated  information  related  to  patents  on  human  drug  products  regulated  by  the  Center  for 
Drug  Evaluation  and  Research  will  be  placed  on  public  display  in  the  Dockets  Management 
Branch  (HFA-305),  Food  and  Drug  Administration,  rm.  1-23,  12420  Parklawn  Dr.,  Rockville, 
MD  200857,  under  Docket  No.  95S-0117,  after  June  8,  1995.  Updated  information  related  to 
patents  on  human  drug  products  regulated  by  the  Center  for  Biologies  Evaluation  and  Research 
will  be  placed  on  public  display  in  the  Dockets  Management  Branch  under  Docket  No.  95S- 
0135.  Updated  information  related  to  patents  on  animal  drug  products  will  be  placed  on  public 
display  in  the  Docket  Management  Branch  under  Docket  No.  95S-0126.  Updated  patent  infor- 
mation on  animal  drug  products  will  be  published  in  the  monthly  supplements  to  "FDA  Ap- 
proved Animal  Drug  Products"  (the  Green  Book)  after  June  8,  1995. 

1°  The  statutory  language  is  particularly  perplexing  in  light  of  recent  congressional  attention 
to  health  care  costs,  and  the  detrimental  effect  an  extension  of  patent  term  protection  to  innova- 
tor companies  may  have  on  the  availability  to  private  and  governmental  consumers  of  lower- 
cost  generic  alternatives.  These  are  some  of  the  same  concerns  that  formed  a  basis  for  passage 
of  the  1984  Waxman-Hatch  Amendments.  Indeed,  in  a  March  29,  1995,  letter  to  Commissioner 
Kessler,  Representative  Henry  Waxman,  co-author  of  the  Waxman-Hatch  Amendments,  notes 
that  "applying  the  transition  provisions  to  allow  the  more  timely  entry  of  generics  onto  the  mar- 
ket is  reflective  of  the  spirit  of  the  [Waxman-Hatch  Amendments]."  In  contrast.  Senator  Orrin 
Hatch,  also  a  co-author  of  the  Waxman-Hatch  Amendments,  indicated  in  a  January  19,  1995, 
letter  to  Commissioner  Kessler  that  it  is  his  belief  that  if  the  agency  were  to  approve  ANDA's 
upon  the  expiration  of  the  pre-URAA  patent  term,  it  would  jeopardize  the  "careful  balance  be- 
tween the  interests  of  the  generic  and  pioneer  drug  manufacturers." 

"The  TRIFs  Agreement  provides,  at  Article  70.4,  that:  "In  respect  of  any  acts  in  respect  of 
specific  objects  embodying  protected  subject  matter  which  become  infringing  under  the  terms  of 
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legislation  in  conformity  with  this  Agreement,  and  which  were  commenced,  or  in  respect  of 
which  a  significant  investment  was  made,  before  the  date  of  acceptance  of  the  WTO  Agreement 
by  that  Member,  any  Member  may  provide  for  a  limitation  of  the  remedies  available  to  the  right 
holder  as  to  the  continued  performance  of  such  acts  after  the  date  of  application  of  this  Agree- 
ment for  that  Member.  In  such  cases,  the  Member  shall,  however,  at  least  provide  for  the  pay- 
ment of  equitable  remuneration."  (Emphasis  added.)  Reprinted  in  H.  Doc.  No.  316,  103d  Cong., 
2d  sess.  at  1651-1652  (1994)  (House  Document). 

12  The  Statement  of  Administrative  Action  that  accompanied  the  URAA  states  that:  "Section 
532(a)  also  adds  sections  154(c)(2)  and  (3)  [to  the  patent  code].  These  sections  address  situations 
where  a  third  party  begins  use  of  a  patented  invention  before  the  date  that  is  six  months  after 
the  date  of  enactment  of  the  Uruguay  Round  Agreements  Act  and  such  use  becomes  infringing 
because  of  a  change  in  patent  term  due  to  operation  of  section  154(c)(1).  In  such  circumstances, 
the  patent  owner  will  not  be  able  to  obtain  an  injunction,  recover  a  reasonable  royalty,  or  obtain 
attorneys  fees  as  provided  for  in  sections  283  to  285  of  Title  35,  but  will  be  able  to  recover  equi- 
table remuneration  from  a  third  party  who  infringes  the  patent  during  the  period  in  question." 

House  Document  at  1003. — The  Joint  Report  of  the  Committee  on  Finance;  Agriculture,  Nutri- 
tion, and  Forestry;  and  Governmental  Affairs  contains  a  nearly  identical  statement:  "Section 
532(a)  adds  new  sections  154(c)  (2)  and  (3).  These  sections  address  the  situation  where  a  third 
party  begins  using  a  patented  invention  anytime  during  the  six  months  after  the  enactment  of 
the  legislation  and  such  use  becomes  infringing  because  of  a  change  in  patent  term  due  to  the 
operation  of  section  154(c)(1).  In  such  circumstances,  the  patent  owner  will  not  be  able  to  obtain 
an  injunction,  recover  a  reasonable  royalty,  or  obtain  attorneys  fees,  but  will  be  able  to  recover 
equitable  remuneration."  S.  Rept.  No.  412,  103d  Cong.,  2d  sess.  at  228-229  (1994). 

13  The  agency  is  aware  that  for  some  applicants,  the  30-month  stay  required  of  FDA  will 
consume  whatever  period  of  marketing  the  applicant  might  have  gained  by  obtaining  approval 
upon  the  expiration  of  the  pre-URAA  patent  term. 


Department  of  Health  and  Human  Services, 

Public  Health  Service, 
Food  and  Drug  Administration, 
Rockville,  MD,  September  27,  1995. 
Hon.  John  H.  Chafee, 
U.S.  Senate, 
Washington,  DC. 

Dear  Senator  Chafee:  This  is  in  response  to  your  letter  of  September  25,  1995, 
requesting  that  the  Food  and  Drug  Administration  provide  information  related  to 
conforming  language  that  would  allow  generic  pharmaceutical  manufacturers  to  uti- 
lize the  patent  transition  provisions  included  in  the  Uruguay  Round  Agreements  Act 
(URAA).  Without  commenting  on  whether  or  not  this  language  should  be  part  of 
budget  reconciliation  legislation,  we  are  providing  the  following  information. 

The  conforming  language  draft  that  you  provided  to  us  would  extend  to  the  ge- 
neric pharmaceutical  industry  the  protection  of  section  154(c)  of  Title  35,  U.S.  Code, 
as  amended  by  section  532  of  URAA  (Public  Law  103-465).  This  provision  currently 
permits  a  member  of  any  other  industry,  who  has  made  a  substantial  investment 
in  reliance  upon  the  expiration  of  a  patent,  to  market  its  product  during  the  period 
of  patent  term  extension  granted  by  the  URAA,  upon  statement  of  equitable  remu- 
neration. 

Because  the  URAA  does  not  address  the  effect  of  the  URAA  patent  term  exten- 
sions on  the  drug  approval  process  under  the  Federal  Food,  Drug,  and  Cosmetic 
(FDC)  Act,  generic  drug  applicants  currently  must  acknowledge  the  URAA-extended 
patent  term  in  applications  for  approval  of  generic  drug  products  and  each  applicant 
must  litigate  the  issue  of  patent  infringement  individually.  This  costly  and  time-con- 
suming process  delays,  and  could  bar,  the  timely  approval  of  otherwise  approvable 
generic  drug  products.  The  effect  of  the  legislation,  which  may  have  been  unin- 
tended, is  to  treat  generic  drugs  differently  from  every  other  product  covered  by  the 
patent  transitional  provisions. 

The  conforming  language  remedies  this  consequence  of  the  URAA.  It  achieves  the 
dual  goals  of  permitting  approval  of  generic  drug  products  to  continue  under  the 
provisions  of  the  FDC  Act,  and  imposing  upon  the  generic  drug  industry  the  same 
requirements  for  substantial  investment  and  equitable  remuneration  as  are  imposed 
by  the  URAA  on  all  other  sectors  of  industry.  The  language  would  not  upset  the 
balance  of  the  Drug  Price  Competition  and  Patent  Term  Restoration  Act  of  1984. 

The  Office  of  Management  and  Budget  advises  that  it  has  no  objection  to  this  re- 
port from  the  standpoint  of  the  Administration's  program. 

If  we  can  be  of  any  further  assistance,  please  let  me  know. 
Sincerely, 

William  Schultz, 
Deputy  Commissioner  for  Policy. 
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The  National  Organization  on  Fetal  Alcohol  Syndrome, 

Washington,  DC.  October  10,  1995. 
Hon.  Bob  Dole, 
Washington,  DC. 

Dear  Senator  Dole:  It  has  come  to  my  attention  that,  through  an  effort  by  Sen- 
ator Pryor,  Congress  is  considering  changes  to  existing  law  that  would  chip  away 
at  patent  protections  in  the  United  States,  and  possibly  around  the  world.  I  ask  you 
to  reject  that  effort. 

This  nation  has  sought  to  protect  and  foster  innovation  since  its  very  beginnings, 
primarily  through  our  system  of  patent  protections.  Most  recently,  as  a  result  of  the 
General  Agreements  on  Tariffs  and  Trade,  the  U.S.  changed  its  patent  terms  to 
bring  them  in  line  with  international  standards.  Yet  Congress  is  not  considering 
weakening  that  agreement. 

As  a  member  of  the  National  Organization  on  Fetal  Alcohol  Syndrome,  I  find  that 
possibility  very  disturbing.  Patients  afflicted  with  disease  look  to  biomedical  re- 
search, especially  research  taking  place  in  America's  pharmaceutical  industry,  for 
new  and  better  treatments  to  restore  them  to  health.  But  this  country's  huge  invest- 
ments in  research  and  development  cannot  be  maintained  without  the  assurance  of 
strong  patent  protection,  not  only  in  the  U.S.,  but  also  in  other  markets  around  the 
world. 

If  Congress  begins  chipping  away  at  patent  protection  in  the  U.S.,  it  begins  chip- 
ping away  at  the  foundations  of  a  system  that  has  made  this  country  Number  One 
in  the  world  in  the  discovery  of  new  medicines.  It  also  begins  to  undermine  patent 
protection  standards  around  the  world.  And  it  begins  the  process  of  deflating  the 
hopes  of  millions  of  patients  in  this  country  who  depend  on  medical  research  to  find 
a  cure. 

Please,  cast  your  vote  in  favor  of  innovation,  and  against  any  effort  to  undermine 
patent  protection  in  this  or  any  other  country  around  the  world. 
Sincerely, 

Patti  Munter, 

President. 


Allergy  and  Asthma  Network, 

Mothers  of  Asthmatics,  Inc., 

Fairfax,  VA,  October  12,  1995. 
Senator  Bob  Dole, 
Majority  Leader. 

Dear  Senator  Dole:  At  a  time  when  health  care  delivery,  research  and  develop- 
ment are  evolving  faster  than  anyone  can  accurately  monitor.  Senator  Pryor's  efforts 
to  lead  Congress  down  a  road  that  chips  away  at  patent  protections  for  US  pharma- 
ceutical products  will  dig  a  health  care  grave  for  Americans. 

As  the  founder  of  the  Allergy  and  Asthma  Network/Mothers  of  Asthmatics,  Inc., 
a  mother  of  four  children,  three  of  whom  have  asthma,  a  person  who  has  asthma, 
and  as  a  member  of  several  NIH  and  FDA  advisory  councils,  I  understand  the  im- 
portance, the  bottom  line  impact,  of  the  hastily  constructed  and  poorly  debated  pro- 
posed changes. 

I  would  be  delighted  to  discuss  the  magnitude  of  this  issue  with  you  in  person 
or  over  the  phone  at  your  convenience  (703-385-4403),  however,  please  vote  in  favor 
of  a  healthier  America  and  against  any  Pryor  and/or  Chafee  proposals  to  dilute  re- 
search and  development  expenditures.  Vote  for  innovation  and  oppose  any  effort  to 
undermine  patent  protection  in  this  country  or  any  other  country. 
Sincerely, 

Nancy  Sander, 

President. 


The  Right  Honourable  Sir  Leon  Brittan,  OC, 
Vice-President  of  the  European  Commission, 

Westraat  200.  1049  Brussel,  20  October  1995. 
Hon.  M.  Kantor, 
United  States  Trade  Representative,  Washington,  DC. 

Dear  Mickey:  My  attention  has  been  drawn  to  draft  legislation  recently  intro- 
duced in  the  United  States  Senate  (S.  1191  and  S.  1277),  concerning  the  marketing 
of  generic  pharmaceutical  products.  As  I  understand  it,  the  effect  of  these  Bills 
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would  be  to  deprive  the  owner  of  a  pharmaceutical  patent  of  the  full  benefits  of  the 
patent  term  provided  for  in  the  TRIPs  Agreement  of  the  Uruguay  Round. 

This  threat  causes  serious  concern  to  the  European  research-based  pharma- 
ceutical industry  and  to  the  Commission,  and  seems  to  be  in  contradiction  with  the 
long-standing  US  policy  of  providing  strong  protection  for  research-based  intellec- 
tual property  rights,  both  at  home  and  abroad. 

The  United  States  and  the  European  Community  combined  their  forces  during  the 
Uruguay  Round  on  patent  questions.  We  fought  successfully  together,  for  example, 
for  the  principle  that  existing  subject  matter  should  benefit  full  from  the  reinforced 
standards  included  in  the  TRIPs  Agreement.  The  unqualified  adoption  of  these  pro- 
visions by  our  trading  partners,  especially  in  the  developing  countries,  is  of  great 
importance  for  American  and  European  industry  alike.  Any  deviation  from  these 
principles  should  therefore  be  treated  with  utmost  care.  This  also  applies  to  the  use 
of  the  exceptions  clause  contained  in  Article  70(4)  of  the  TRIPs  Agreement.  In  my 
view,  these  proposals  have  several  significant  shortcomings,  and  the  basic  philoso- 
phy which  they  translate  into  legislative  language  would  contradict  our  mutual  aim 
of  providing  a  reasonably  high  and  secure  protection  for  the  huge  investments  made 
by  EC  and  US  research-based  pharmaceutical  companies. 

I  am  therefore  very  much  concerned  with  the  potential  impact  of  the  adoption  of 
such  legislation  on  third  countries.  For  several  years  both  the  US  and  the  Commu- 
nity have  made  major  efforts,  jointly  in  the  GATT  but  also  in  the  context  of  our  re- 
spective bilateral  negotiations  with  third  counties,  to  improve  the  protection  of  intel- 
lectual property  rights.  This  effort  has  been  successful,  both  in  the  GATT  where  the 
TRIPs  Agreement  has  now  been  adopted  as  part  of  the  Uruguay  Round,  but  also 
in  our  relations  with  many  third  countries.  This  includes  not  only  significant  im- 
provements with  respect  to  the  adoption  of  higher  substantive  standards  for  patent 
protection  but  also  so-called  pipeline  protection  for  pharmaceutical  and  agro-chemi- 
cal product  inventions.  Nevertheless,  there  is  still  a  long  way  to  go  before  the  TRIPs 
Agreement  is  implemented  by  our  WTO  partners,  and  we  both  have  further  objec- 
tives to  pursue  at  the  bilateral  level  in  terms  of  improved  protection  of  our  intellec- 
tual property  rights.  I  am  therefore  concerned  that  the  adoption  of  these  proposals 
(or,  for  that  matter,  any  other  bill  which  aims  at  achieving  the  same  objectives) 
would  send  a  negative  and  highly  visible  signal  to  those  numerous  countries  which 
are  still  in  the  process  of  preparing  new  legislation  on  the  protection  of  pharma- 
ceutical inventions. 

I  very  much  hope  that  you  share  my  worries  and  that  the  United  States  Adminis- 
tration will  convey  these  concerns  to  the  United  States  Congress. 
Sincerely, 

Leon. 


European-American 
Chamber  of  Commerce  in  Washington,  D.C,  Inc., 

Washington,  DC,  October  25,  1995. 
Hon.  Robert  Dole, 
Majority  Leader, 
U.S.  Senate,  Washington,  DC. 

Dear  Senator  Dole:  This  letter  presents  the  views  of  the  European-American 
Chamber  of  Commerce  on  an  amendment  that  we  understand  Senator  Pryor  will 
offer  to  the  budget  reconciliation  bill.  As  an  organization  of  80  multinational  compa- 
nies of  American  and  European  parentage,  the  Chamber  supports  policies  that 
strengthen  the  transatlantic  business  environment  and  promote  multilaterally 
agreed  upon  disciplines  in  world  markets.  The  Chamber  is  very  concerned  that  Sen- 
ator Pryor's  amendment  would  undermine  patent  protection  in  the  United  States 
and  abroad. 

The  amendment  would  extend  the  transition  rules  of  section  532(a)(1)  of  the  Uru- 
guay Round  Agreements  Act  to  generic  drug  manufacturers,  thus  providing  an  ex- 
ception to  the  20-year  minimum  patent  term  included  in  the  recently  completed 
Uruguay  Round  Trade  Related  Intellectual  Property  Rights  (TRIPS)  agreement.  If 
enacted,  the  amendment  would  deny  innovator  pharmaceutical  products  the  full 
term  of  patent  protection  provided  under  the  TRIPS  agreement  and  seriously  under- 
mine US  efforts  to  ensure  that  countries  around  the  world  fully  implement  the 
TRIPS  agreement.  American  and  European  companies  in  many  sectors  have  a  criti- 
cal financial  interest  in  gaining  the  full  patent  protection  afforded  by  the  TRIPS 
agreement.  For  this  reason,  the  Chamber  strongly  recommends  that  the  Senate  re- 
ject the  Pryor  amendment. 
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EU  Member  States  are  required  to  conform  their  intellectual  property  laws  to  the 
TRIPS  agreement  by  January  1,  1996.  Exceptions  to  US  implementation  of  the 
agreement,  such  as  the  Pryor  amendment,  only  serve  to  encourage  EU  Member 
States  and  other  nations  to  make  similar  exceptions.  This  could  have  serious  impli- 
cations in  many  nations  that  currently  provide  little  effective  protection  for  US  pat- 
ents. The  amendment  would  place  US  credibility  at  risk  in  protesting  other  nation's 
deviations  from  the  TRIPS  agreement. 

The  EU  and  US  have  worked  very  hard  to  improve  the  protection  of  intellectual 
property  rights  on  a  bilateral  and  third  country  basis.  The  transatlantic  business 
community  supports  full  implementation  of  the  TRIPS  agreement  and  a  world  mar- 
ket governed  by  multilateral  disciplines.  The  Chamber,  therefore,  urges  the  Senate 
to  consider  the  US  interest  in  securing  a  strong  global  intellectual  property  rights 
regime  by  upholding  the  TRIPS  agreement  and  rejecting  the  Pryor  amendment. 
Sincerely, 

WiLLARD  M.  Berry, 

President. 


Department  of  Health  and  Human  Services, 
The  Secretary  of  Health  and  Human  Services, 

Washington,  DC,  February  26,  1996. 

Hon.  David  Pryor, 

Ranking  Member,  Special  Committee  on  Aging, 

U.S.  Senate,  Washington,  DC. 

Dear  Senator  Pryor:  Thank  you  for  your  letter  regarding  your  interest  in  the 
Department's  position  on  the  need  for  equitable  treatment  of  generic  pharmaceutical 
products  under  the  terms  of  legislation  implementing  the  General  Agreements  on 
Tariffs  and  Trade  (GATT),  the  Uruguay  Round  Agreements  Act  (URAA). 

In  December  1994,  Congress  passed  the  URAA,  Pubhc  Law  103-465,  the  imple- 
menting legislation  for  the  Uruguay  Round  international  trade  agreements.  One 
provision  of  the  URAA  changed  the  term  of  patents  to  make  U.S.  law  consistent 
with  international  practice.  Specifically,  as  of  June  8,  1995,  the  URAA  extended  the 
term  of  patents  from  17  years  from  the  date  the  patent  is  issued  to  20  years  from 
the  date  the  patent  application  is  filed.  Since  the  U.S.  Patent  Office  typically  takes 
less  than  three  years  to  review  patent  applications,  the  net  effect  of  the  URAA  will 
be  to  extend  patent  life  for  most  U.S.  patents. 

Congress  also  addressed  the  transitional  issue  of  what  rules  should  apply  to  pat- 
ents in  effect  on  June  8,  1995,  the  effective  date  of  the  URAA.  The  URAA  provides 
that  the  term  of  patents  in  force  on  June  8,  1995,  will  be  the  longer  of  17  years 
from  the  date  of  issue  or  20  years  from  the  date  of  application. 

For  patents  in  effect  on  June  8,  1995,  the  URAA  provides  that  patents  entitled 
to  the  longer  20  year  period  will,  in  some  situations,  not  afford  certain  legal  rem- 
edies that  are  currently  available  to  protect  against,  or  compensate  for,  the  infringe- 
ment of  patents — namely  injunctions,  damages,  and  attorney  fees.  If  a  patent  is  in- 
fringed by  an  act  that  became  infringing  only  because  the  patent  was  extended  by 
the  URAA,  and  the  infringer  had  made  a  substantial  investment  related  to  the  in- 
vention before  June  8,  1995,  in  reliance  on  the  original  patent  expiration  date,  the 
only  remedy  that  will  be  available  is  the  right  to  obtain  "equitable  remuneration" 
for  the  value  of  the  infringement. 

This  transitional  provision  is  available  to  all  U.S.  industries  except  one — generic 
pharmaceuticals.  Because  of  an  unintentional  loophole  in  the  URAA,  a  generic  drug 
company  that  wishes  to  market  its  drug  during  the  extended  period  of  the  patent 
cannot  obtain  the  benefits  of  this  transitional  provision.  The  United  States  Court 
of  Appeals  for  the  Federal  Circuit  has  recently  determined  that  under  the  complex 
generic  drug  approval  process  established  by  the  1984  amendments  to  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (FFDCA),  the  Food  and  Drug  Administration  (FDA) 
may  not  approve  a  generic  drug  until  the  patent,  as  extended  by  the  URAA,  expires. 
Without  FDA  approval,  these  generic  drugs  cannot  be  marketed.  Thus,  the  generic 
drug  industry  does  not  have  the  option  of  marketing  its  products  during  the  ex- 
tended patent  term  and  paying  compensation  to  the  patent  holder  under  any  cir- 
cumstances. 

The  inability  of  the  generic  pharmaceutical  industry  to  benefit  from  the  transi- 
tional provisions  was  not  intended  by  Congress,  but  instead  is  solely  the  result  of 
the  complex  interrelationship  between  the  URAA  and  the  FFDCA.  There  is  nothing 
in  the  legislative  history  indicating  that  Congress  intended  that  the  URAA  affect 
the  generic  pharmaceutical  industry  differently  than  it  affects  all  other  industries. 
Moreover,  in  a  May  19,  1995,  letter  to  FDA  Commissioner  Kessler,  the  U.S.  Trade 
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Representative,  who  took  the  lead  for  the  Administration  in  drafting  the  URAA  and 
negotiating  with  Congress,  states  that  it  was  the  intention  of  the  URAA  "to  permit 
generic  pharmaceutical  producers  to  market  their  products  [in  which  they]  had 
made  substantial  investments  in  anticipation  [of]  the  expiration  of  the  unextended 
patent  term." 

The  innovator  pharmaceutical  industry  maintains  that  it  is  entitled  to  this  special 
treatment  under  the  URAA  considering  the  high  cost  of  research  and  the  concomi- 
tant need  for  extended  protection  from  competition.  There  is,  however,  no  basis  for 
treating  innovator  pharmaceutical  companies  differently  from  all  other  businesses. 
The  URAA  grants  all  patent  holders,  including  innovator  drug  companies,  longer  pe- 
riods of  patent  protection  for  new  patents.  The  statute  balances  these  new  rights 
for  patent  holders  against  the  right  of  businesses  that  have  made  substantial  invest- 
ments in  reliance  on  the  original  patent  expiration  dates  in  planning  their  entry 
into  the  market. 

The  transitional  rules  should  be  applied  to  the  generic  pharmaceutical  industry 
just  as  they  are  applied  to  other  businesses.  I  appreciate  your  inquiry  concerning 
this  important  matter,  and  I  will  be  pleased  to  continue  to  work  with  you  on  secur- 
ing an  appropriate  remedy. 

The  Office  of  Management  and  Budget  advises  that  there  is  no  objection  to  the 
submission  of  this  report  to  Congress  from  the  standpoint  of  the  Administration's 
program. 

Sincerely, 

Donna  E.  Shalala. 


Glaxo  Wellcome  Inc., 
Research  Triangle  Park,  NC,  March  4,  1996. 
Hon.  Orrin  Hatch, 

Chairman,  U.S.  Senate  Judiciary  Committee, 
Washington,  DC. 

Dear  Mr.  Chairman:  Thank  you  for  holding  hearings  on  February  27  to  shed 
more  light  on  the  complex  issues  surrounding  the  interaction  of  the  Uruguay  Round 
Agreements  Act  and  Drug  Price  Competition  and  Patent  Term  Restoration  Act  of 
1984  (Hatch-Waxman  Act). 

During  the  hearing.  Senator  Pryor  referred  to  the  impact  that  passage  of  his  legis- 
lation would  have  on  Medicaid.  Attached  is  a  Price- Waterhouse  analysis  of  the  Med- 
icaid impact  of  Senator  Pryor's  proposal  as  it  applies  to  Zantac.  It  shows  that  the 
study  Senator  Pryor  referred  to,  which  was  funded  by  the  generic  industry  coalition, 
overestimates  the  impact  of  Zantac  by  about  four  fold. 

Senator  Pryor  also  compared  the  price  of  Zantac®  (ranitidine  hydrochloride)  tab- 
lets in  U.S.  with  the  price  in  Canada.  ^  While  that  price  comparison  is  irrelevant  to 
the  issue  before  the  Committee,  it  is  important  for  the  record  to  reflect  that  under 
Canada's  compulsory  licensing  system,  Zantac  was  subject  to  generic  competition  in 
Canada  within  five  years  of  its  approval.  These  compulsory  licenses  were  given  to 
companies  who  had  made  no  investment  in  the  research  and  development  of  Zantac, 
but  who  were  able  to  reap  the  benefits  from  it  soon  after  our  product  was  on  the 
market. 

Zantac  was  first  marketed  in  Canada  in  November  1982.  The  first  compulsory  li- 
cense was  granted  in  April  1985,  and  the  first  generic  version  was  marketed  in  June 
1987.  Among  other  compulsory  licenses  were  those  in  7/85,  12/85,  2/87,  2/88,  and 
6/88.  Glaxo  Welcome  Canada  had  less  that  5  years  of  market  exclusivity  to  realize 
a  return  on  the  investment  in  Zantac  and  to  fund  on  going  research  and  develop- 
ment. 

By  way  of  background,  in  1969  the  Canadian  Patent  Act  was  amended  to  allow 
companies  to  import  active  ingredients  of  patented  drugs  and  make  generic  versions 
under  a  compulsory  license.  This  led  to  a  substantial  growth  in  the  Canadian  ge- 
neric drug  industry.  As  a  result,  however,  investment  in  pharmaceutical  research 
stagnated  to  less  than  5  percent  of  sales. 

Recognizing  the  problems  caused  by  compulsory  licensing,  Canada  modified  its 
patent  law  in  1987  to  give  a  7-10  year  market  exclusivity  period  for  innovator 
drugs.  That  law  also  created  the  Patented  Medicines  Price  Review  Board  to  control 
drug  prices.  As  a  result  of  this  limited  restoration  of  patent  protection,  R&D  invest- 
ment in  Canada  by  innovator  companies  has  increased  to  more  than  10  percent  of 
sales.  Fortunately,  the  Canadians  recognized  the  importance  of  protecting  intellec- 
tual property  and  repealed  their  compulsory  license  system  in  1993.  It  is  ironic  that 
because  of  the  unique  status  that  the  generic  industry  enjoys  under  U.S.  law.  Sen- 
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ator  Fryer's  proposal  amounts  to  a  compulsory  licensing  system  like  that  repudiated 
by  Canada. 

I  will  appreciate  it  if  you  will  include  this  letter  in  the  record  of  the  February 
27  hearing. 

Sincerely, 

Robert  A.  Ingram, 
President  and  Chief  Executive  Officer. 
Enclosure. 

REPEAL  OF  THE  ZANTAC  PATENT  EXTENSION  UNDER  THE  GATT  AGREEMENT:  AN 
ESTIMATE  OF  MEDICAID  SAVINGS 

The  Health  Policy  Economics  Group  at  Frice  Waterhouse  LLF  (FW)  analyzed  the 
Medicaid  savings  that  would  occur  if  Zantac's  GATT  patent  extension  was  repealed. 
Based  on  data  and  assumptions  described  below,  the  overall  Medicaid  savings  would 
be  about  $54  million.  The  first  column  in  Table  1  shows  state-level  savings  esti- 
mates from  a  repeal  of  Zantac's  patent  extension  under  GATT. 

The  second  column  in  Table  1  shows  the  Medicaid  Zantac  savings  estimates  that 
were  distributed  by  the  Generic  Drug  Equity  Coalition  (GDEC).  The  GDEC  savings 
estimates  are  about  four  times  higher  than  the  FW  estimates.  Assumptions  that 
were  used  in  the  calculation  of  the  GDEC  estimates  are  not  known,  but  such  a  large 
difference  could  be  the  result  of  the  following  factors: 

Medicaid  collects  rebates  at  a  greater  than  average  rate  from  the  sales  of  Zantac. 
An  estimator  who  did  not  have  access  to  Zantac's  rebate  information  would  over- 
state the  net  Medicaid  expenditures  for  Zantac,  and  would  overstate  the  savings 
from  switching  to  generic  ranitidine. 

The  actual  expiration  date  of  Glaxo  Wellcome  Inc.'s  patent  on  ranitidine  is  the 
subject  of  much  pending  litigation,  resulting  from  the  procedures  set  forth  under  the 
Drug  Frice  Competition  and  Fatent  Term  Restoration  Act  of  1994.  Unless  these 
legal  ramifications  are  explored,  an  estimator  is  likely  to  look  at  the  full  GATT  ex- 
tension time  of  19  months,  rather  than  the  more  likely  11-month  maximum  effective 
extension  time. 

Quarterly  Zantac  sales  data  for  a  one-year  period  ending  June  30,  1995  show  no 
Medicaid  increase  over  the  period.  Fre-1995  sales  data  would  show  increases  in 
Medicaid  Zantac  expenditures,  and  thus  an  estimator  relying  on  older  data  could 
forecast  future  sales  increases. 

Data  and  assumptions  underlying  the  Price  Waterhouse  LLP  estimates 

The  estimates  are  based  on  state-level  Medicaid  rebate  data  for  Zantac  from  the 
second  quarter  of  1995  provided  by  Glaxo  Wellcome  Inc.  These  data  should  be  very 
reliable,  because  the  state  Medicaid  programs  and  the  Health  Care  Financing  Ad- 
ministration (HCFA),  in  addition  to  Glaxo  Wellcome  Inc.,  have  relied  on  them  to  de- 
termine the  payment  of  millions  of  dollars  in  rebates. 

Several  assumptions  about  generic  drug  prices  and  market  share  are  necessary 
to  produce  the  savings  estimates.  Generic  firms  are  assumed  to  have  an  Average 
Wholesale  Frice  (AWP)  of  50  percent  of  the  pioneer's  AWF,  averaged  over  the  entire 
first  year  they  are  available.  It  is  also  assumed  that  during  the  first  year,  50  per- 
cent of  all  prescriptions  for  the  drug  product  would  be  filled  by  the  newly  available 
generics.  These  two  assumptions  are  based  on  the  most  recent  findings  of  Grabowski 
and  Vernon,  who  looked  at  1993  generic  prices  and  market  penetration  six  months 
after  generic  drug  products  first  became  available.  ^ 

Medicaid  sales  of  Zantac  in  the  second  quarter  of  1995  are  assumed  to  be  applica- 
ble for  the  entire  period  of  analysis  that  ends  when  the  GATT  extension  would  end, 
July  25,  1997.  This  assumption  seems  reasonable  given  that  Zantac  sales  to  Medic- 
aid recipients  appeared  flat  over  the  four  quarters  ending  July  1,  1995.  However, 
this  could  be  a  conservatively  high  estimate  because  more  states  are  moving  their 
Medicaid  populations  into  managed  care  systems,  and  thus  away  from  direct  reim- 
bursement for  prescription  drugs.  Medicaid  reimbursement  for  sales  of  Zantac  would 
decline  as  a  result.  Also,  it  is  not  likely  that  managed  care  companies  would  change 
their  price  to  state  Medicaid  programs  in  response  to  any  decision  about  GATT  pat- 
ent extensions.  In  addition,  Morgan  Stanley  has  declared  that  worldwide  Zantac 
sales,  as  reported  by  IMS,  have  been  decreasing.  Thus,  we  believe  that  Medicaid 
spending  for  Zantac  will  not  increase  from  mid- 1995  levels,  even  though  the  U.S. 
Congressional  Budget  Office  projects  increases  in  overall  Medicaid  drug  spending 
through  fiscal  year  2002. 


1  Based  on  current  exchange  rates,  the  price  in  Canada  for  Zantac  tablets  (150  mg/60s)  is  $.80 
tablet;  the  U.S.  net  wholesale  price  is  $1.38/tablet. 
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Due  to  pending  court  cases,  the  earliest  projected  date  on  which  a  generic  version 
of  Zantac  could  be  marketed  would  be  September  1996,  according  to  sources  at 
Glaxo  Wellcome  Inc.  Since  the  GATT  patent  extension  would  last  until  July  25, 
1997,  the  marketing  of  generic  Zantac  could  occur,  at  most,  11  months  sooner  if  the 
GATT  patent  extension  were  repealed.  Thus,  the  savings  estimates  are  for  the  11- 
month  period,  September  1996  through  July  1997. 

The  savings  estimates  take  into  account  the  difference  in  Medicaid  rebate  pay- 
ments made  on  behalf  of  Zantac  and  the  generic  substitutes.  The  estimates  are  also 
based  on  the  assumption  that  the  Medicaid  dispensing  fee  is  the  same  regardless 
of  whether  Zantac  or  a  generic  is  dispensed.  Note  that  Zantac  is  not  on  California's 
formulary  and  requires  prior  approval.  Also  note  that  Tennessee  and  Arizona  are 
excluded  from  the  estimates  because  Tennessee's  entire  Medicaid  population  is  en- 
rolled in  managed  care,  and  Arizona  does  not  operate  a  traditional  Medicaid  pro- 
gram. 

Alternate  legal  assumptions 

Aside  from  GATT,  several  legal  issues  could  alter  the  generic  market  for  Zantac 
and  require  a  different  set  of  assumptions.  For  example,  a  generic  drug  product  that 
was  the  first  on  the  market  could  be  awarded  exclusivity  for  the  initial  six  months, 
under  the  current  legal  environment  stemming  from  provisions  included  in  the  Wax- 
man-Hatch  Act  of  1984.  The  market  for  Zantac  would  then  have  one  generic  for  the 
initial  six  months,  followed  by  multiple  generics  for  the  following  five  months  of  the 
GATT  extension  period.  Under  this  scenario,  it  would  be  assumed  that  the  generic 
AWP  would  be  about  60  percent  of  the  AWP  for  Zantac  during  the  first  six  months.^ 
For  the  following  five  months,  when  there  would  be  multiple  generic  competitors, 
the  average  generic  price  would  likely  fall  to  45  percent  of  the  price  of  Zantac.  As 
for  generic  market  share,  about  20  percent  of  the  Medicaid  prescriptions  for 
ranitidine  would  probably  be  filled  by  a  generic  during  the  first  six-month  period. 
Over  the  subsequent  five-month  period,  with  multiple  generic  products  on  the  mar- 
ket, the  average  generic  Medicaid  market  share  would  increase  to  about  50  percent. 
These  assumptions  lead  to  a  savings  estimate  of  about  $36  million. 

There  are  additional  legal  possibilities  that  could  result  in  all  savings  estimates 
being  too  high.  For  example,  there  are  legal  scenarios  that  could  keep  all  generic 
substitutes  off  the  market  well  past  the  GATT  extension  period  for  Zantac.  Obvi- 
ously, if  one  of  those  scenarios  played  out,  there  would  be  no  savings  from  repealing 
the  GATT  extension  for  Zantac.  Another  legal  complication  is  the  fact  that  even  if 
the  GATT  extension  for  Zantac  were  reversed,  those  manufacturers  who  are  allowed 
to  market  generic  ranitidine  before  July  25,  1997,  would  still  have  to  pay  "equitable 
remuneration"  to  Glaxo  Wellcome  Inc.  It  is  reasonable  to  expect  that  the  generic 
manufacturer  would  pass  along  at  least  some  of  the  remuneration  costs  to  the  con- 
sumers in  the  form  of  higher  prices.  Unfortunately,  there  is  no  evidence  that  could 
be  used  to  estimate  the  amount  of  remuneration  that  would  be  considered  equitable. 


*  Grabowski,  H.  and  J.  Vernon,  "Longer  Patents  for  Increased  Generic  Competition:  The  Wax- 
man-Hatch  Act  After  One  Decade,"  presented  at  the  Tufts  University  Center  for  the  Study  of 
Drug  Development  Conference  in  Talloires,  France,  July  1995. 

2  This  figure  is  approximately  equal  to  both  the  generic  price  ratio  at  the  time  of  the  generic 
product's  introduction  into  the  market  as  found  by  Grabowski  and  Vernon  (1995),  and  the  price 
ratio  in  markets  where  there  is  only  one  generic  competitor  as  found  by  Caves,  R.,  M.  Whinston, 
and  M.  Hurwitz,  "Patent  Expiration,  Entry,  and  Competition  in  the  U.S.  Pharmaceutical  Indus- 
try: An  Exploratory  Analysis,"  Brookings  Papers  on  Economic  Activity:  Microeconomics  (1991). 
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Table  1 

1 

Estimates  of  Overall  Medicaid  Savings                                1 

from  Repeal  of  GATT  Patent  Extention 

on  Zantac 

Price  Waterhouse  Estimate  of 

GDEC  Estimate  of 

STATE 

Medicaid  Zantac  Savings 

Medicaid  Zantac  Savings 

TOTAL  SAVINGS 

$53,635,916 

$201,671,386 

Alabama 

1,000,475 

3,775,632 

Alaska 

49,699 

263,403 

Arizona 

0 

274,143 

Arkansas 

474,686 

1,714,990 

California 

672,903 

10,194.999 

Colorado 

438,524 

2,112.047 

Connecticut 

1,015,255 

2.058.229 

Delaware 

74,109 

239.280 

District  of  Columbia 

155,316 

364.031 

Florida 

4,272,419 

14,675,776 

Georgia 

1,814,465 

5,580,165 

Hawaii 

96,109 

649,087 

Idaho 

191,232 

778,549 

Illinois 

1,711,170 

7,489,922 

Indiana 

1,508,610 

4,833,206 

Iowa 

388,269 

1,881,440 

Kansas 

421,854 

1,447,452 

Kentucky 

2.092,046 

5,774,242 

Louisiana 

1,818,299 

6,184,625 

Maine 

482,525 

1,457,159 

Maryland 

728,631 

2,213,192 

Massachusetts 

1 ,645,933 

6,305,528 

Michigan 

1,759,233 

8,539,857 

Minnesota 

761,817 

3,652,431 

Mississippi 

684,883 

2,546,725 

Missouri 

1,529,790 

5,485,970 

Montana 

155,227 

461,788 

Nebraska 

277,070 

1,086,522 

Nevada 

126,773 

366,041 

New  Hampshire 

188,915 

504,750 

New  Jersey 

3,357,317 

11,215,929 

New  Mexico 

185,205 

839,374 

New  York 

5,180,204 

20,694,869 

North  Carolina 

2,263,472 

4,822,580 

North  Dakota 

97,001 

709,453 

Ohio 

3,021,283 

12,319,969 

Oklahoma 

606,019 

2,982,552 

Oregon 

273,823 

1,374,278 

Pennsylvania 

3,692,729 

9,626,092 

Rhode  Island 

335,688 

1,178,593 

South  Carolina 

1,167,036 

2,884,048 

South  Dakota 

59,151 

388,269 

Tennessee 

0 

927,481 

Texas 

2,166,800 

10,140,319 

Utah 

154,104 

619,163 

Vermont 

212,691 

854,422 

Virginia 

1,587,073 

4,241,556 

Washington 

961,859 

4,552,113 

West  Viriyinia 

929,393 

4,410,820 

Wisconsin 

788,945 

3,738,126 

Wyoming 

59,886 

240,199 

Source:  Health  Policy  Economics  Group  of  Price  Waterhouse.  LLP.  February  26.  1996 

Note    GDEC  refers  to  the  estimate  distributed  by  the  Genenc  Drug  Equity  Coalition.  December  1995. 
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GE^fERIC  Pharmaceutical  Industry  Association, 

Washington,  DC,  January  3,  1995. 

Re:  GATT  Enabling  Legislation  and  Generic  Drug  Approval. 

David  A.  Kessler,  M.D., 

Commission,  Food  and  Drug  Administration, 

Rockville,  MD. 

Dear  Commissioner  Kessler:  As  you  now,  Congress  recently  ratified  the  General 
Agreement  on  Tariffs  and  Trade  ("GATT")  Uruguay  Round  Trade  Agreements  and 
enacted  enabling  legislation  (P.L.  103-465)  to  implement  the  agreements.  Among 
other  things,  the  enabling  legislation  amends  United  States  patent  law  to  establish 
a  patent  term  of  twenty  (20)  years  from  the  date  of  filing.  Historically,  United 
States  patents  have  had  a  term  of  seventeen  (17)  years  calculated  from  the  date  the 
patent  was  granted.  The  enabling  legislation  contains  transitional  provisions  appli- 
cable to  unexpired  patents.  These  transitional  provisions  will  affect  the  patent  terms 
for  some  listed  drugs  that  are  the  subject  of  pending  Abbreviated  New  Drug  Appli- 
cation ("ANDSs")  and  ANDAs  currently  being  prepared.  Some  abbreviated  applica- 
tions for  antibiotic  drugs,  and  some  applications  authorized  by  21  U.S.C.  §  355(b)(2), 
may  also  be  affected.  For  ease  of  reference  we  shall  refer  to  all  potentially  afTected 
applications  as  ANDAs. 

We  believe  that  a  statement  of  Agency  policy  concerning  the  implementation  of 
the  Drug  Price  Competition  and  Patent  Term  Restoration  Act  provisions  ("the  1984 
Amendments")  in  respect  to  drugs  eligible  for  transitional  patent  term  extension 
pursuant  to  the  enabling  legislation  is  necessary.  Pending  ANDAs  that  seek  ap- 
proval to  market  following  expiration  of  listed  patents  should  remain  eligible  for  ap- 
proval upon  expiration  of  the  patent  term  currently  published  in  "Approved  Drug 
Products  with  Therapeutic  Equivalent  Evaluations"  ("The  Orange  Book").  Appli- 
cants who  submit  ANDAs  for  a  drug  with  a  patent  term  extended  by  GATT  enabling 
legislation  should  be  permitted  to  file  a  certification  seeking  approval  upon  expira- 
tion of  the  original  patent  term  that  excludes  any  GATT  extension.  We  believe  that 
no  other  course  of  action  is  consistent  with  the  implementation  of  1984  Amendments 
or  the  GATT  enabling  legislation. 

Under  the  enabling  legislation,  the  term  of  a  patent  currently  in  force  will  be  the 
greater  of  20  years  from  the  filing  date,  or  17  years  from  the  issue  date.  In  pertinent 
part,  the  enabling  legislation  amends  that  patent  laws  to  provide  that: 

The  term  of  a  patent  that  is  in  force  on  or  that  results  from  an  applica- 
tion filed  before  the  date  that  is  6  months  after  the  date  of  the  enactment 
of  the  Uruguay  Round  Agreements  Act  shall  be  the  greater  of  the  20-year 
term  [from  the  filing  date]  *  *  *,  or  17  years  from  grant,  subject  to  any  ter- 
minal disclaimers.  35  U.S.C.  §154(c)(l). 
The  owners  of  patents  thus  eligible  for  extension  are  not  permitted  to  use  the  tra- 
ditional statutory  remedies  applicable  in  cases  of  infringement  (i.e.,  injunction,  dam- 
ages and  attorney  fees)  when  (1)  the  acts  began  or  there  was  a  substantial  invest- 
ment made  before  the  date  6  months  after  enactment,^  and  (2)  the  act  became  in- 
fringing because  of  the  change  in  the  patent  term.  35  U.S.C.  §  154(c)(2).  Infringe- 
ment is  sanctioned  during  the  patent  extension  period  when  there  is  "payment  of 
an  equitable  remuneration  to  the  patentee  *   +  +  ."  35  U.S.C.  §  154(c)(3). 

It  is  evident  from  the  foregoing  that  Congress  intended  to  protect  competitors  that 
made  a  substantial  investment  in  reliance  upon  the  anticipated  expiration  of  patent 
terms.  Patent  owners  that  find  their  patents  granted  extended  life  due  to  the  GATT 
extension  cannot  enjoin  would-be  competitors,  extract  royalties  or  collect  attorney 
fees — in  other  words,  there  is  to  be  no  unqualified  and  undeserved  enrichment.  At 
the  same  time.  Congress  determined  that  competition  during  a  patent  term  required 
some  compensation  to  patent  holders,  which  it  described  as  "equitable  remunera- 
tion." 

It  is  clear  from  the  enabling  legislation  that  patent  term  extensions  under  the 
transitional  provisions  of  section  154  should  not  prevent  approval  of  qualifying 
ANDAs  at  the  expiration  of  original  United  States  patent  terms,  i.e.,  ANDAs  whose 
sponsors  made  a  significant  investment  before  June  8,  1995.  However,  most  mem- 
bers of  the  public,  and  many  in  the  industry  and  investment  community,  remain  un- 
informed or  are  uncertain  about  the  effects  of  the  GATT  enabling  legislation.  Ac- 
cordingly, an  Agency  announcement  regarding  implementation  of  the  1984  Amend- 
ments in  the  wake  of  GATT  enabling  legislation  is  both  desirable  and  necessary  at 
the  earliest  opportunity. 

It  is  imperative  that  FDA  announce  that  patent  term  extension  under  the  ena- 
bling amendments  will  not  delay  current  eligible  approval  dates  both  for  pending 
ANDAs,  and  for  ANDAs  that  are  submitted  by  applicants  who  certify  that  they  have 
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made  a  substantial  investment  in  developing  the  application  by  June  8,  1995.  Such 
a  statement  of  policy  and  implementation  will  honor  and  reconcile  the  provisions 
and  underlying  policies  of  both  the  enabling  legislation  and  the  1984  Amendments. 
In  our  view,  an  Agency  announcement  need  not  be  long  and  requires  only  the  fol- 
lowing elements: 

CURRENTLY  PENDING  APPLICATIONS    ■ 

For  applications  in  which  a  certification  was  made  pursuant  to  21  U.S.C.  §355 
(b)(2)(A)(iii)  or  {j)(2)(A)(vii)(III)  {i.e.,  certifying  the  date  on  which  the  patent  will  ex- 
pire), the  applications  should  remain  eligible  for  approval  effective  on  the  date  of 
patent  expiration  specified  in  the  current  certification.  FDA  should  not  require  ap- 
plicants to  recertify  as  to  a  new  patent  expiration  date  calculated  pursuant  to  provi- 
sions of  35  U.S.C.  §  154(c).  See,  21  C.F.R.  §314.50(i)(4)  (which  provides  that  an  ap- 
plicant with  a  pending  ANDA  is  not  required  to  submit  an  amended  certification 
if  the  NDA  patentee  was  untimely  in  submitting  patent  information).  The  existence 
of  such  applications  is  ample  proof  of  substantial  investment  as  contemplated  in  the 
enabling  legislation. 

This  policy  would  correspond  with  the  intent  of  the  GATT  enabling  legislation  by 
facilitating  approval  and  permitting  the  applicant  to  compete  during  the  patent  ex- 
tension period.  If  FDA  were  to  refuse  to  make  ANDA  approvals  effective  until  the 
GATT  extension  period  expires,  or  required  an  ANDA  applicant  to  recertify,  it  would 
unjustifiably  encumber  the  implementation  of  the  1984  Amendments  and  frustrate 
the  intent  of  the  GATT  enabling  legislation.  The  patentee  and  the  ANDA  holder  can 
resolve  the  issue  of  equitable  remuneration  between  themselves,  without  FDA  inter- 
vention, as  contemplated  in  the  enabUng  legislation. 

NEW  APPLICATIONS 

Prospective  ANDA  applicants  that  have  made  a  substantial  investment  in  the  de- 
velopment of  their  applications  before  June  8,  1995,  should  be  permitted  to  include 
a  patent  certification  in  their  applications  that  will  permit  approvals  to  be  effective 
upon  the  expiration  of  the  original  United  States  patent  term.  Such  a  certification 
should  include  the  date  that  the  patent  was  originally  due  to  expire,  i.e.,  the  patent 
term  exclusive  of  the  GATT  extension  period,  and  certify  that  the  applicant  has 
made  a  substantial  investment  in  the  development  of  the  product  before  June  8, 
1995. 

We  recognize  that  the  GATT  enabling  legislation  was  intended  to  cover  patents 
of  all  classifications.  The  consequence  is  simply  that  the  patent  extension  provisions 
of  the  enabling  legislation  do  no  precisely  complement  the  patent  certification  and 
approval  provisions  of  the  1984  Amendments.  What  is  clear  is  that  the  1984  Amend- 
ments authorize  competition  at  the  earliest  possible  time  and  that  the  GATT  ena- 
bling legislation  seeks  to  prevent  unjust  windfalls  during  extended  patent  terms. 
These  legislative  objectives  mean  simply  that  no  qualified  ANDA  applicant  should 
be  denied  an  approval  to  compete  during  a  GATT  patent  extension  term.  Thus,  the 
Agencys  procedures  must  provide  for  unconditional  approvals  effective  upon  expira- 
tion of  the  patents  currently  listed  in  the  Orange  Book.  If  patent  holders  Relieve 
they  are  aggrieved,  they  have  available  to  them  the  full  range  of  remedies  provided 
by  the  patent  laws,  including  the  right  to  seek  injunctions. 

We  would  be  pleased  to  meet  with  you  to  discuss  the  regulatory  means  most  suit- 
able to  implement  the  patent  certification  provisions  of  the   1984  Amendments. 
Meanwhile,  if  we  can  be  of  any  assistance,  please  contact  us  immediately. 
Sincerely, 

Lewis  A.  Engman, 

President. 

iThe  enactment  date  was  December  8,  1994;  therefore,  the  relevant  6  month  date  following 
enactment  is  June  8,  1995. 


Cystic  Fibrosis  Foundation, 
Bethesda,  MD,  October  10,  1995. 
Hon.  Robert  Dole, 
Majority  Leader, 
U.S.  Senate,  Washington,  DC. 

Dear  Senator  Dole:  I  imderstand  Senators  Pryor  and  Chafee  are  attempting  to 
amend  the  Hatch-Waxman  Act  to  eliminate  extensions  for  existing  pharmaceutical 
patents  granted  by  GATT.  I  urge  you  not  to  vote  for  that  amendment,  but  instead 
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to  protect  existing  legislation  that  preserves  incentives  for  research  and  develop- 
ment. 

As  President  and  Chief  Executive  Officer  of  the  Cystic  Fibrosis  Foundation,  1  have 
personally  witnessed  the  great  suffering  endured  by  patients  and  their  families  in 
their  fight  against  cystic  fibrosis.  I  have  also  witnessed  how,  for  many  patients, 
modern  medicines  have  brought  hope,  relief  from  suffering,  and  even  a  return  to 
health — a  miracle  made  possible  by  biomedical  research. 

By  rewarding  ingenuity  and  encouraging  innovation,  patent  protection  makes  pos- 
sible the  investment  of  hundreds  of  millions  of  dollars  and  years  of  time  and  effort 
in  medical  research,  all  the  while  with  no  guarantee  of  success.  Because  of  the  dis- 
coveries born  of  these  investments,  the  patients  we  come  in  contact  with  every  day 
benefit  through  saved  lives  and  improved  quality  of  life.  Our  health  care  system 
benefits  from  a  reduction  in  the  overall  cost  of  care. 

While  we  certainly  support  patient  access  to  lower  cost  treatments  for  disease. 
That  short-term  benefit  pales  if  it  comes  at  the  long-term  expense  of  finding  cures 
to  life-threatening  illnesses.  The  current  law  governing  pharmaceutical  patents  is 
fair  and  in  the  long-term  best  interest  of  patients. 

On  behalf  of  those  patients  who  still  await  a  cure  or  effective  treatment  to  allevi- 
ate their  suffering,  I  again  urge  you  not  to  undercut  the  patent  protection  that 
underlies  America's  best  hope  for  new  and  better  answers  to  disease. 
Sincerely, 

Robert  J.  Beall,  Ph.D., 
President  and  Chief  Executive  Officer. 


Alliance  for  Aging  Research, 
Washington,  DC,  October  11,  1995. 
Hon.  Thomas  A.  Daschle, 
Office  of  the  Democratic  Leader, 
U.S.  Senate,  Washington,  DC. 

Dear  Senator  Daschle:  It  has  come  to  my  attention  that,  in  connection  with  a 
proposal  sponsored  by  Senator  David  Pryor,  Congress  is  considering  changes  to  ex- 
isting patent  law  that  would  erode  patent  protection  in  the  United  States.  I  ask  you 
to  oppose  that  effort. 

America  has  always  sought  to  protect  and  foster  innovation  primarily  through  our 
system  of  patent  protection  and  patent-term  restoration.  Recently,  in  accordance 
vdth  its  multilateral  obligations  under  the  Agreement  on  Trade-Related  Aspects  of 
Intellectual  Property  Rights  negotiated  during  the  Uruguay  Round  of  GATT,  Con- 
gress amended  the  Patent  Code  to  harmonize  its  provisions  with  international 
standards.  As  a  result,  patent  terms  of  certain  eligible  products — in  all  industries — 
were  extended.  Under  the  Pryor  proposal,  however.  Congress  would  weaken  our  im- 
plementation of  GATT's  patent  provisions. 

As  the  Executive  Director  of  the  Alliance  for  Aging  Research,  I  am  concerned  by 
any  proposal  that  would  have  such  an  effect.  Patent  rights  are  the  cornerstone  of 
America's  biomedical  research  enterprise.  Patents  provide  a  critical  incentive  for  all 
companies,  particularly  pioneer  pharmaceutical  manufacturers,  to  conduct  ground 
breaking  biomedical  research.  Patients  and  their  physicians  depend  upon  access  to 
the  fruits  of  biomedical  research — access  which  can  only  occur  if  there  are  adequate 
incentives  for  the  research  to  be  conducted  in  the  first  place.  Congress  cannot  expect 
the  private  sector  to  continue  making  high-risk  investments  in  research  and  devel- 
opment if  there  is  no  assurance  of  strong  patent  protection  (and  if  there  is  no  assur- 
ance that  the  United  States  will  meet  its  multilateral  obligations  to  provide  such 
protection. ) 

This  is  a  particularly  critical  issue  for  the  aging  Americans  represented  by  the 
Alliance.  Clearly,  the  curtailment  of  biomedical  R&D  will  lead  to  a  downturn  in  the 
rate  at  which  biomedical  innovations  will  become  available  to  the  public.  New  incen- 
tives for  research  and  innovation  such  as  those  provided  by  GATT  must  be  main- 
tained. Otherwise,  Congress  will  erode  the  foundations  of  a  system  that  has  made 
America  the  leader  in  the  discovery  of  new  medicines. 

I  urge  you  to  cast  your  vote  in  favor  of  innovation  and  research  for  new  treat- 
ments that  will  benefit  America's  elderly. 
Best  regards, 

Daniel  Perry, 
Executive  Director. 
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Autism  Society  of  America, 
Bethesda,  MD,  October  12,  1995. 
Senator  BOB  DOLE, 
U.S.  Senate,  Washington,  DC. 

Dear  Senator  Dole:  I  understand  Senators  Pryor  and  Chafee  are  attempting  to 
amend  the  Hatch-Waxman  Act  to  eliminate  extensions  for  existing  pharmaceutical 
patents  granted  by  GATT.  I  urge  you  not  to  vote  for  that  amendment,  but  instead 
to  protect  existing  legislation  that  preserves  incentives  for  research  and  develop- 
ment. 

While  we  certainly  support  patient  access  to  lower  cost  treatments  for  disease  and 
disability  rehabilitation,  that  short-term  benefit  pales  if  it  comes  at  the  long-term 
expense  of  finding  cures  to  life-threatening  illnesses.  The  current  law  governing 
pharmaceutical  patents  is  fair  and  in  the  long-term  best  interests  of  patients. 

Our  organization,  representing  over  18,000  parents  and  professionals  whose  daily 
lives  are  touched  by  autism,  has  witnessed  the  great  suffering  endured  by  patients 
and  their  families  in  their  struggle  with  autism.  I  have  personally  witnessed  how, 
for  many  children  and  adults  with  autism,  modem  medicines  have  brought  reUef 
from  the  extreme,  often  life-threatening  behavioral  manifestations  of  autism,  result- 
ing in  a  renewed  hope  to  the  families  for  a  better  quality  of  life  for  their  son  or 
daughter.  In  some  instances,  the  change  was  dramatic  enough  that  the  entire  indi- 
vidual's life,  and  the  lives  of  those  family  members  who  love  them,  have  reached 
a  new  level  of  hope  and  enthusiasm — a  "miracle"  made  possible  by  biomedical  re- 
search. 

By  rewarding  ingenuity  and  encouraging  innovation,  patent  protection  makes  pos- 
sible the  investment  of  hundreds  of  millions  of  dollars  and  years  of  time  and  effort 
in  medical  research  *  *  *  all  the  while  with  no  guarantee  or  success.  Because  of 
the  discoveries  bom  of  these  investments,  the  patients  we  come  in  contact  with 
every  day  benefit  through  saved  lives  and  improved  quality  of  life.  Furthermore,  our 
health  care  system  benefits  from  a  reduction  in  the  overall  cost  of  care. 

The  Pryor  and  Chafee  amendment  offers  a  clear  choice:  a  "NO"  vote  to  preserve 
incentives  for  innovation  that  allow  that  research  to  continue,  or  a  "YES"  vote  to 
undermine  the  hope  of  thousands  of  patients  who  await  the  discovery  of  an  effective 
treatment  for  disease. 

On  behalf  of  those  patients  everywhere  (including  some  380,000  individuals  with 
autism)  who  still  await  a  cure  of  effective  treatment  to  alleviate  their  suffering,  I 
again  urge  you  not  to  undercut  the  patent  protection  that  underlies  America's  best 
hope  for  new  and  better  answers  to  disease  and  life-threatening  disabilities. 
Sincerely, 

Sandra  H.  Kownacki, 

President. 


American  Society  of  Tropical  Medicine  and  Hygiene, 

October  13,  1995. 
Hon.  Robert  Dole, 
U.S.  Senate,  Washington,  DC. 

Dear  Senator  Dole:  The  American  Society  for  Tropical  Medicine  and  Hygiene 
(ASTMH)  respectfially  asks  that  you  vote  against  Senator  Pryor's  effort  to  reduce 
patent  protection  for  pharmaceuticals. 

The  ASTMH  members  have  dedicated  their  lives  to  easing  the  suffering  of  pa- 
tients under  their  care  and  returning  them  to  health  whenever  possible.  In  this  ef- 
fort, modem  medicines  are  among  our  most  effective  tools.  Congress'  steadfast  sup- 
port of  strong  patent  protection  has  encouraged  the  investments  in  research  and  de- 
velopment that  make  these  medicines  possible.  For  the  sake  of  patients  everywhere, 
those  protections  should  not  be  weakened. 

Yet,  legislation  which  Senators  Pryor  and  Chafee  intend  to  bring  to  the  Senate 
floor  asks  you  to  do  just  that.  They  believe  that  Congress  should  grant  exceptions 
to  the  patent  protection  provided  under  the  General  Agreement  for  Tariffs  and 
Trade,  which  could  encourage  future  attempts  to  further  erode  those  protections  in 
the  U.S.  It  would  surely  encourage  other  countries  to  do  the  same,  especially  those 
who  are  not  fiilly  committed  to  implementing  the  patent  protections  required  under 
GATT. 

Long-term,  we  risk  weakening  the  incentives  for  innovation  that  bring  us  new 
medicines  from  the  labs  of  academia,  research  organizations,  and  pharmaceutical  re- 
search companies.  We  risk  losing  more  lives  to  disease  that  might  otherwise  be 
saved. 
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We  are  dedicated  to  improving  the  care  we  provide  our  patients.  Further,  our  soci- 
ety is  dedicated  to  the  research,  treatment  and  eradication  of  infectious  and  emerg- 
ing diseases  worldwide.  We  need  to  ensure  the  U.S.  capacity  to  operate  in  the  inter- 
national arena.  We  ask  that  you  lend  your  support  by  preserving  the  innovation 
that  helps  us  to  meet  that  goal.  Please  demonstrate  your  support  for  patent  protec- 
tion and  medical  innovation  by  voting  against  Senator  Pryor's  amendment. 
Sincerely, 


Carole  A.  Long,  Ph.D., 

President,  ASTMH. 


American  Association  for 

Cancer  Research,  Inc., 

October  18,  1995. 
Hon.  Robert  Dole, 
Majority  Leader,  U.S.  Senate,  Washington,  DC. 

Dear  Senator  Dole:  The  American  Association  for  Cancer  Research  (AACR)  re- 
spectfully requests  that  you  vote  against  Senator  Pryor's  effort  to  reduce  patent  pro- 
tection for  pharmaceuticals. 

The  medical  researchers  in  the  AACR  have  devoted  their  lives  to  research  and  in- 
novation in  the  struggle  to  eradicate  cancer.  In  this  effort,  innovative  pharma- 
ceuticals and  biotechnology  products  are  our  most  effective  tools.  Congress'  steadfast 
support  of  scientific  discovery  and  strong  patent  protection  has  encouraged  the  in- 
vestment in  research  and  development  that  make  these  medicines  possible.  For  the 
sake  of  patients  everywhere,  patent  protection  should  not  be  weakened. 

However,  Senator  Pryor's  legislation  to  reverse  the  patent  protection  extended 
under  GATT  to  one  industry  asks  you  to  do  just  that.  This  bill  attempts  to  grant 
exceptions  to  the  GATT  patent  protections;  these  exceptions,  if  adopted,  have  the 
potential  to  encourage  future  attempts  to  futher  erode  patent  protections  in  the 
United  States.  We  are  gravely  concerned  about  the  precedent  of  singling  out  one  in- 
dustry, especially  one  that  has  positioned  the  United  States  as  the  global  leader. 
The  risk  of  supporting  this  legislation  would  be  to  weaken  the  incentives  for  inno- 
vation in  academia,  research  institutions,  and  medical  research-based  companies. 
We  believe  that  this  will  impede  our  capacity  to  address  the  growing  epidemic  of 
cancer. 

We  urge  you  to  use  your  leadership  position  to  preserve,  not  destroy,  our  national 
capacity  to  support  research  and  innovation. 
Respectfully, 

Joseph  R.  Bertino,  M.D., 

President. 


Cystic  Fibrosis  Foundation, 

February  26,  1996. 
Hon.  Orrin  G.  Hatch, 
Chairman,  U.S.  Senate  Judiciary  Committee,  Washington,  DC. 

Dear  Mr.  Chairman:  I  respectfully  ask  that  you  submit  this  letter  as  part  of  the 
record  of  the  Senate's  February  27,  1996,  hearing  on  GATT  pharmaceutical  patent 
issues. 

I  ain  president  and  chief  executive  officer  of  the  Cystic  Fibrosis  Foundation.  I  sub- 
mit this  letter  on  behalf  of  the  Foundation's  members  and  all  the  patients  and  fami- 
lies affected  by  cystic  fibrosis  (CF).  More  than  30,000  people  in  the  United  States 
suffer  from  CF.  CF  is  an  inherited,  fatal,  genetic  disease  that  primarily  affects  the 
lungs  and  digestive  system.  There  is  no  known  cure;  however,  new  medications  have 
considerably  extended  life  expectancy  and  helped  afflicted  persons  lead  more  normal 
and  productive  lives. 

My  work  at  the  Cystic  Fibrosis  Foundation  is  at  times  frustrating,  at  times  re- 
warding, and  always  challenging.  There  have  been  times  that  I  have  witnessed  the 
great  pain  and  suffering  endured  by  patients  and  families  in  their  struggle  against 
CF.  But  I  have  also  seen  how  new  medicines  have  brought  relief  from  suffering  and 
a  return  to  health  for  some  patients.  While  this  disease  affects  individuals  dif- 
ferently, there  is  one  poignant  and  common  characteristic  among  all  the  families 
and  patients  with  whom  I  come  in  contact.  They  all  look  forward  to  the  day  when 
someone,  somewhere,  will  develop  a  cure  for  this  ravaging  illness. 

If  Congress  weakens  incentives  to  conduct  research  and  develop  breakthrough 
medicines,  that  day  may  be  significantly  delayed.  The  most  effective  incentive,  and 
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one  that  is  already  firmly  in  place,  is  our  country's  strong  tradition  of  patent  protec- 
tion. In  fact,  this  tradition  is  one  of  the  reasons  why  the  United  States  leads  the 
world  in  medical  research  and  the  development  of  new  pharmaceuticals. 

Strong  patent  protection  makes  possible  the  investment  of  hundreds  of  milUons 
of  dollars  and  years  of  research  needed  to  develop  a  new  medicine.  Few  of  the  drugs 
developed  ever  become  available  to  the  consumer,  and  few  still  earn  a  return  on  the 
colossal  investment  made  to  discover  them.  In  the  face  of  such  risks,  the  incentives 
of  strong  patent  protection  become  more  important. 

I  urge  Congress  not  to  weaken  patent  terms  by  giving  the  generic  drug  industry 
special  exemptions  to  the  patent  terms  established  by  the  General  Agreement  on 
Tariffs  and  Trade  (GATT).  Our  Foundation  certainly  supports  patient  access  to 
lower-cost  treatment  for  disease,  but  the  short-term  benefit  pales  if  it  comes  at  the 
expense  of  finding  cures  to  today's  and  tomorrow's  devastating  illnesses.  While  the 
generic  drug  industry  serves  an  important  role  in  our  society,  it  is  not  committed 
to  finding  a  cure  for  CF,  or  any  other  disease. 

As  the  generic  industry  already  receives  special  patent  treatment  under  the 
Hatch- Waxman  Act,  it  does  not  need  additional  benefits.  By  granting  new  benefits. 
Congress  will  undermine  the  pharmaceutical  companies'  dedication  and  resources  to 
search  for  new  medical  cures.  In  essence,  this  will  undermine  the  futures  of  all  peo- 
ple who  suffer  from  CF  and  many  other  diseases. 

I  hope  policy-makers  fully  understand  the  importance  of  this  issue.  If  they  decide 
wrongly,  they  will  send  a  message  that  will  be  heard  clearly  by  not  only  the  re- 
search industry,  but  also  by  patients  and  their  families  for  years  to  come. 

In  1965,  the  median  survival  age  for  a  child  with  cystic  fibrosis  was  eight  years 
old.  Today,  due  to  medical  advances,  the  median  survival  age  is  nearly  29  years. 
Research  is  continuing  at  a  rapid  pace — indeed,  there  is  much  to  look  forward  to. 
I  urge  the  Senate  to  look  forward  also,  and  resist  the  pressure  to  create  obstacles 
for  people  in  need  of  new  medicines. 

I  urge  the  Senate  not  to  change  patent  terms  established  by  GATT. 
Sincerely  yours, 

Robert  J.  Beall,  Ph.D., 
President  and  Chief  Executive  Officer. 


The  National  Organization  on 

Fetal  Alcohol  Syndrome 
Washington.  DC,  February  26,  1996. 
Hon.  Orrin  G.  Hatch. 

Dear  Mr.  Chairman:  The  National  Organization  on  Fetal  Alcohol  Sjmdrome  rep- 
resents the  interests  of  the  tens  of  thousands  of  Americans  who  suffer  because  of 
Fetal  Alcohol  Syndrome  (FAS),  the  leading  cause  of  mental  retardation  in  this  coun- 
try. For  these  people — sons,  daughters  and  the  parents  who  must  care  for  them — 
the  lack  of  comprehensive  medical  research  and  the  absence  of  any  effective  treat- 
ment means  a  lifetime  of  disability  and  dependence. 

No  one  knows  exactly  how  alcohol  acts  on  an  unborn  baby.  But  we  do  know  that 
even  modest  amounts  of  alcohol  ingested  during  pregnancy  can  sometimes  lead  to 
birth  defects  that  include  brain  damage  and  physical  disfigurement.  The  con- 
sequence of  FAS  also  put  an  additional  burden  on  the  threadbare  social  fabric  of 
our  communities.  A  recent  study  found  that  up  to  70  percent  of  adolescents  with 
Fetal  Alcohol  Syndrome  surveyed  were  in  group  homes  or  jail  or  living  on  the  street. 

As  with  any  medical  affliction,  information  is  the  key  weapon  in  the  fight  against 
FAS.  Sadly,  federal  statistics  show  that  only  55  percent  of  women  of  childbearing 
age  have  ever  even  heard  the  words  "Fetal  Alcohol  Syndrome"  and  more  than  65 
percent  of  pregnant  women  drink  alcohol. 

The  only  thing  we  can  offer  people  with  FAS  is  the  hope  that  medical  research 
will  discover  a  therapy  that  will  allow  FAS  sufferers  to  live  independent  and  produc- 
tive lives.  But  that  hope  rests  on  the  assumption  that  there  will  still  be  strong  in- 
centives to  invest  time  and  money  in  medical  research.  Those  incentive  are  at  the 
heart  of  today's  hearings  in  the  Senate. 

It  takes  twelve  years  and  $359  million  for  a  pioneering  drug  company  to  bring 
a  single  new  medicine  or  treatment  to  the  people  who  need  it.  Only  one  in  5,000 
new  drugs  tested  in  the  lab  ever  makes  it  to  patients.  Only  a  third  of  those  ever 
earns  a  return  on  the  enormous  investment  made  to  discover  it. 

The  generic  drug  makers  say  that  if  they  are  allowed  to  short-cut  pharmaceutical 
patent  protection  they  will  be  able  to  make  medical  treatments  more  affordable  for 
consumers.  While  generic  drugs  may  offer  savings  in  the  short-term,  it  is  unlikely 
that  generics  will  commit  a  dime  to  discover  new  information  that  would  lead  to  a 
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long-term  tieatraent  for  ailments  associated  with  FAS.  Why?  Because  generic  drug 
inns  don't  invest  in  research  for  the  next  miracle  drug.  They  are  interested  only 
n  profit  generated  by  the  last  one. 

Patents  protect  the  medical  innovations  of  the  pioneering  research  companies  and 
make  their  costly  research  efforts  worthwhile.  Allowing  the  generic  drug  makers  to 
short-cut  the  patent  laws  would  weaken  the  vital  incentives  that  keep  our  health 
:are  research  pipeline  fiill  of  new  medicines  and  treatments. 

That's  why  Congress  acted  responsibly  when  it  chose  to  provide  adequate  patent 
protection  as  part  of  the  GATT  treaty.  And  that  is  why  we  at  NOFAS  are  so  con- 
cerned that  Congress  is  considering  rolling  back  patent  protection  on  the  products 
that  pay  for  the  research  we  need. 

Many  thousands  of  families  have  experienced  the  direct  benefits  of  the  tremen- 
dous investments  that  the  pharmaceutical  companies  have  made  in  research  and  de- 
velopment. Those  pioneers  need  and  deserve  the  incentives  for  innovation  provided 
by  strong  intellectual  property  protection.  In  no  way  should  they  be  singled  out  for 
less  patent  protection  than  any  other  industry,  as  the  generic  drug  companies  seek. 
Something  is  wrong  if  Congress  decides  to  give  more  protection  to  the  "inventors" 
of  the  next  Chia-Pet  than  thy  do  the  researchers  discovering  the  next  wonder  drug. 

This  is  a  critical  issue  for  me  and  others  interested  in  FAS.  As  with  any  health 
issue,  information  is  the  most  potent  weapon.  Without  information,  FAS  wins.  The 
same  goes  for  cancer,  heart  disease  and  AIDS.  That's  why  tampering  with  the  incen- 
tives that  produce  information  leading  to  medical  breakthroughs  is  like  unilateral 
disarmament  in  the  war  against  disease. 

We  are  at  last  making  progress  in  the  information  war.  NOFAS  has  helped  estab- 
lish the  first  curricula  to  teach  medical  school  students  how  to  properly  diagnose 
FAS,  and  the  number  of  medical  schools  adopting  this  curricula  is  growing.  Some 
of  the  students  who  learn  about  FAS  today  may  well  take  the  lead  in  researching 
future  treatments  for  it.  They  will  need  the  backing  of  a  pioneering  drug  company 
interested  in  risking  money  on  FAS  research  and  that,  in  turn,  will  require  a  strong 
system  of  patent  protections. 

Congress  should  stand  firm  against  the  pressure  of  those  who  are  willing  to  put 
their  short-term  profits  ahead  of  the  long-term  national  health. 
Sincerely, 

Patti  Munter,  President, 
National  Organization  on  Fetal  Alcohol  Syndrome. 


Prepared  Statement  of  Roger  Foster,  Vice  President  and  General  Counsel, 
Mylan  Laboratories,  Inc. 

Mr.  Chairman.  My  name  is  Roger  Foster,  and  I  am  Vice  President  and  General 
Counsel  for  Mylan  Laboratories  in  Morgantown,  West  Virginia.  Mylan  Laboratories 
is  recognized  as  one  of  America's  leading  generic  drug  manufacturers.  One  of  every 
six  prescriptions  dispensed  in  this  country  last  year  was  a  product  manufactured 
by  Mylan  Laboratories. 

You  will  not,  of  course,  find  Mylan  listed  among  the  top  six  American  pharma- 
ceutical manufacturers  based  upon  revenues.  That  fact  speaks  loudly  to  the  effec- 
tiveness of  the  1984  Drug  Price  Competition  and  Patent  Term  Restoration  Act,  com- 
monly referred  to  as  the  Hatch-Waxman  Act.  One  of  the  key  parts  of  the  Hatch- 
Waxman  Act  was  to  enable  consumers  to  have  greater  access  to  high-quality  low- 
cost  generic  drugs.  Without  question,  Mr.  Chairman,  your  bill  has  accomplished  its 
purpose  and  you  have  just  cause  to  be  proud  of  the  billions  saved  by  consumers  in 
America  since  enactment  of  the  Hatch-Waxman  Act  directly  resulting  from  your  fine 
leadership. 

While  all  consumers  have  benefitted  from  access  to  generic  drugs,  some  popu- 
lation groups  have  particularly  been  advantaged.  Poor  families,  who  typically  have 
two  or  more  children,  are  disproportionately  high  users  of  prescription  medications. 
Illnesses  incident  to  childhood,  and  health  factors  related  to  economic  status  make 
these  families  high-risk  for  medical  conditions  requiring  physician  intervention  and 
drug  therapies. 

The  lethal  combination  of  needing  more  prescription  medications  than  the  average 
family,  combined  with  less  disposable  income  with  which  to  purchase  them,  puts 
these  families  in  the  position  of  making  often  agonizing  and  dangerous  decisions 
about  paying  for  their  medicine  or  just  doing  without. 

For  senior  citizens  on  fixed  incomes,  the  problem  is  particularly  acute.  Often  faced 
with  the  choice  between  paying  the  rent,  buying  groceries  or  paying  for  needed  pre- 
scription drugs,  too  often  the  decision  is  driven  purely  by  economic  considerations. 
The  sad  fact  is  these  senior  citizens  often  either  forego  purchasing  needed  medica- 
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tions,  or  they  try  to  stretch  out  the  prescription  by  faiUng  to  follow  the  prescribed 
dosage  regimen  needed  to  produce  the  therapeutic  effect  intended. 

The  Hatch-Waxman  Act  has  helped  greatly  to  alleviate  those  problems,  and  pro- 
vides access  to  these  fragile  population  groups  to  low-cost  generic  alternatives  to  the 
more  expensive,  and  often  out-of-reach  brand  name  products. 

Once  the  patent  has  expired  on  a  brand  product,  the  market  penetration  of  ge- 
neric drugs  is  substantial.  Consimiers  recognize  the  clear  economic  advantages  of 
our  products,  and  the  market  acceptance  is  irrefutable. 

On  many  products  currently  in  the  marketplace  after  patent  expiration,  as  many 
as  80  percent  or  85  percent  of  the  total  units  sold  would  be  manufactured  by  the 
generic  companies.  I  want  to  make  it  clear  that  substantial  market  penetration  rep- 
resents broad  consumer  acceptance  of  generic  products,  but  it  should  not  raise  any 
compassion  for  the  brand  companies.  While  the  generic  companies  sell  the  vast  bulk 
of  units  in  such  cases,  brand  companies  generate  50  percent  to  60  percent  of  the 
total  revenues  from  only  15  percent  to  20  percent  of  the  units  sold. 

While  the  Hatch-Waxman  Act  has  achieved  its  objective  on  aggressive  price  com- 
petition on  the  generic  side,  considerable  work  remains  to  allow  the  free  market  to 
compel  the  brand  companies  to  compete  on  the  basis  of  price. 

Until  the  early  1990s,  brand  name  drug  manufacturers  virtually  ignored  generic 
competition.  They  were  able  to  do  so  because  of  a  number  of  important  marketplace 
conditions  that  existed  in  the  pharmaceutical  marketplace  up  until  that  time. 

First,  brand  companies  were  able  to  establish  market  share  for  their  products  by 
instilling  brand  loyalty  among  prescribing  physicians.  You  are  all  aware  of  previous 
practices  where  physicians  would  receive  various  kinds  of  inducements  for  prescrib- 
ing a  particular  drug,  including  cash  bonuses,  office  and  laboratory  equipment,  and 
trips  to  exotic  locations  for  so-called  educational  seminars  among  others. 

Those  practices  fell  under  the  weight  of  professional  ethical  considerations  among 
physicians;  healthy  scrutiny  by  the  Congress,  and  pricing  pressures  created  by  in- 
surance providers  seeking  to  reduce  rising  health  care  costs. 

Second,  brand  companies  were  able  to  use  the  then- 17  year  patent  term  to  not 
only  market  their  product  to  recover  research  and  development  costs,  but  also  to  es- 
tablish a  loyalty  among  prescribing  physicians  so  that  even  after  patent  expiration 
the  prescriptions  would  be  written  for  patients  as  "brand  medically  necessary."  This 
practice  continues  today  largely  among  fee-for-service  physicians  who  are  the  pri- 
mary targets  of  brand  name  drug  salesmen,  who  are  known  in  the  industry  as  "de- 
tail" staff.  This  "brand  medically  necessary"  practice  remains  widespread  despite  the 
clear  scientific  evidence  that  generic  drugs  are  as  safe  and  effective  as  their  brand 
name  counterparts. 

With  a  cadre  of  willing  physicians  to  write  prescriptions  as  "brand  medically  nec- 
essary" the  brand  industry  was  able  to  effectively  insulate  itself  from  the  price  com- 
petition that  is  the  cornerstone  of  the  American  free  enterprise  system. 

Since  the  early  1990s,  35  percent  of  the  prescriptions  reimbursed  by  Medicaid 
were  written  as  "brand  medically  necessary"  when  a  lower-cost  generic  alternative 
was  available.  This  practice  cost  American  taxpayers  hundreds  of  millions  of  dollars 
every  year. 

The  economic  formula  for  pricing  by  brand  companies  was  simple.  When  the  pat- 
ent expired  on  a  product,  the  brand  name  drug  manufacturers  would  simply  raise 
the  unit  price  of  the  drug  as  their  market  share  decreased.  Once  they  hit  the  floor 
of  approximately  35  percent  of  scripts  written  by  physicians  as  "brand  medically 
necessary,"  the  price  was  usually  high  enough  to  guarantee  the  same  revenue  as 
the  pre-patent  revenue  stream  they  had  on  that  product. 

I  want  to  emphasize  here  that  once  the  patent  expired,  and  the  brand  product 
was  subject  to  aggressive  price  competition  by  generic  products,  the  brand  name 
drug  manufactvu-er  would  raise  prices.  As  all  of  you  know,  that  is  counter-intuitive 
to  economic  behavior  dictated  by  competition.  In  most  markets,  it  would  be  economic 
suicide.  In  the  pharmaceutical  marketplace,  however,  the  patent  term  was  effec- 
tively used  by  the  brand  companies  to  build  a  loyalty  among  prescribing  physicians. 
They  were  able  to  insulate  themselves  from  competition  by  controlling  the  behavior 
of  prescribing  physicians,  all  to  the  economic  advantage  of  brand  companies  and  the 
disadvantage  of  their  patients. 

Again,  market  pressures  have  dramatically  changed  these  practices.  Managed 
care  programs.  Health  Maintenance  Organizations,  and  insurance  companies  have 
placed  a  premium  lowering  delivery  costs  of  health  care,  including  prescription  drug 
prices.  Physicians  in  these  health  care  delivery  systems  are  regulatory  required  to 
justify  writing  a  prescription  as  "brand  medically  necessary"  when  a  lower-cost  ge- 
neric is  available.  They  cannot,  of  course,  do  so. 
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The  free  enterprise  mechanism  for  pharmaceuticals,  while  not  perfect,  finally 
found  a  way  to  correct  the  exploitation  of  the  marketplace,  and  consumers  are  once 
again  beneficiaries  of  aggressive  price  competition. 

Unfortunately,  that  is  the  situation  that  has  led  us  here  today.  With  little  room 
in  the  marketplace  to  increase  revenue  from  purchasers  of  prescription  drugs,  brand 
manufacturers  have  now  focused  their  efforts  on  new  ways  to  manipulate  the  com- 
petitive marketplace  to  the  disadvantage  of  generic  manufacturers  and  consumers. 

It  is  my  understanding  the  next  Hearing  of  this  Committee  will  be  an  oversight 
forum  to  assess  how  the  Hatch-Waxman  Act  has  performed.  It  is  the  forum  which 
many  in  the  brand  industry  are  claiming  will  be  the  platform  to  advocate  changes 
in  that  law  that  will  enable  these  companies  to  enhance  their  revenues. 

The  subject  of  today's  hearing  is,  in  many  respects,  more  offensive  to  the  prin- 
ciples of  fair  play  and  a  level  competitive  playing  field  than  some  of  the  exploitive 
marketing  practices  employed  by  the  brand  industry  in  the  past. 

The  implementation  of  the  General  Agreement  on  Tariffs  and  Trade  (GATT) 
through  the  Uruguay  Round  Agreements  Act  (URAA)  was  a  major  milestone  in  this 
world  trade  policy.  URAA  brought  the  United  States  into  conformity  with  the 
GATT-mandated  patent  terms. 

GATT  required  member  countries  to  have  patent  terms  of  twenty  years  from  date 
of  application.  The  prior  U.S.  patent  term  of  seventeen  years  from  date  of  approval 
required  us  to  follow  the  GATT  guidelines  in  making  the  transition  to  the  twenty 
year  term. 

GATT  recognized  that  some  transition  problems  would  be  encountered  as  member 
countries  adopted  the  new  patent  terms.  For  example,  for  those  member  countries 
who  availed  themselves  of  the  option  to  impose  the  new  patent  terms  on  existing 
patents,  GATT  provides  for  a  transition  mechanism.  It  was  well  recognized  as  being 
fundamentally  unfair  to  impose  a  new  extended  patent  term  when  individuals  may 
have  already  made  "substantial  investments"  in  preparation  for  entering  the  market 
on  the  anticipated  pre-GATT  patent  expiration  date.  In  this  instance,  the  GATT 
members  decided  that  patent  holders  would  be  entitled  to  "equitable  remuneration" 
from  those  manufacturers  who  met  the  "substantial  investment"  threshold.  This  eq- 
uitable remuneration  would  be  paid  to  the  patent  holder  during  the  period  between 
the  17-year  pre-GATT  patent  term  expiration  date  and  the  new  20-year  term  expira- 
tion. 

The  GATT  language  is  very  precise,  and  the  intent  of  this  provision  is  reflected 
in  the  URAA  implementing  language.  URAA  provides  that  any  manufacturer  who 
has  made  a  "substantial  investment"  prior  to  the  enactment  date  of  June  8,  1995, 
and  was  willing  to  pay  an  "equitable  remuneration"  to  the  patent  holder,  then  they 
could  enter  the  marketplace. 

This  compromise  was  done  to  ensure  that  all  parties  would  not  be  injured  by  a 
change  in  the  law.  It  was  effected  so  that  companies  that  had  relied  in  good  faith 
upon  the  law  would  not  suffer  undue  hardship,  while  at  the  same  time  granting  the 
patent  holder  some  compensation  payment. 

Mr.  Chairman,  this  worked  for  ninety-nine  point  nine  percent  of  the  products  af- 
fected by  the  change  in  the  law.  It  was,  however,  intended  to  work  for  one  hundred 
percent. 

After  the  implementing  language  was  passed,  it  became  apparent  that  a  mistake 
had  been  made  in  the  drafting  of  the  language.  It  is  that  mistake  that  is  the  subject 
of  this  Hearing  today.  It  is  a  mistake  that  has  already  cost  consumers  hundreds  of 
millions  of  dollars.  If  left  uncorrected,  that  mistake  will  end  up  costing  consumers 
more  than  $3  billion  dollars. 

The  mistake  uniquely  impacts  the  generic  drug  industry.  Unlike  other  products, 
pharmaceutical  products  cannot  enter  the  marketplace  without  the  approval  of  a 
Federal  agency,  in  this  case  the  Federal  Food  and  Drug  Administration  (FDA). 

URAA  omitted  language  that  would  allow  FDA  and  the  U.S.  Patent  and  Trade- 
mark Office  (PTO)  to  implement  the  intent  of  GATT  to  protect  the  good-faith  sub- 
stantial investment  of  individuals  who  anticipated  entry  to  the  marketplace.  For 
pharmaceutical  products,  the  PTO  approval  of  a  patent  is  only  one  step  in  getting 
to  the  marketplace.  FDA  has  to  conduct  a  review  of  the  safety  and  efficacy  of  a  prod- 
uct, and  grants  its  approval  only  after  an  exhaustive  review  of  the  product. 

FDA  is  specifically  prohibited  from  approving  any  application  prior  to  the  patent 
term  expiration  certified  by  PTO.  URAA  created  a  new  class  of  patents  between  the 
new  GATT  patent  expiration  date  and  the  URAA  conditional  patent  expiration  date. 
URAA  failed  to  provide  the  necessary  legal  mechanism  for  FDA  to  approve  generic 
products  under  the  URAA  conditional  patent  expiration  date. 

The  FDA,  in  response  to  a  Citizen's  Petition  to  the  FDA  claiming  that  the  agency 
was  powerless  to  approve  generic  versions  of  patented  drugs  covered  by  the  URAA 
transitional  provisions,  even  if  the  generic  applicants  made  "substantial  investment" 


212 

prior  to  June  8,  1995  and  even  if  its  approval  was  actually  submitted  to  FDA  before 
that  date,  reluctantly  granted  the  ruling  requested  by  Glaxo. 

On  May  25,  1995  the  FDA  announced  that  under  a  "literal  interpretation"  of  the 
URAA,  which  it  deemed  controlling,  it  is  powerless  to  approve  generic  versions  of 
drugs  covered  by  patents  in  force  or  applied  for  as  of  June  8,  1995  until  the  expira- 
tion of  the  additional  period  resulting  from  recomputation  of  the  patent  term. 

The  FDA  acknowledged  that  a  contrary  ruling  would  have  been  "more  consistent 
with  the  underlying  goals  of  the  Waxman-Hatch  Amendments."  It  characterized  the 
amendments  as  "a  landmark  compromise  between  the  interests  of  the  generic  drug 
companies  and  the  pioneer  companies"  that  "represent  a  careful  balance  between 
the  policies  of  fostering  the  availability  of  generic  drugs  and  of  providing  sufficient 
incentives  for  research  on  breakthrough  drugs." 

The  FDA  further  acknowledged  as  "strong"  the  argument  "that  such  a  compromise 
should  not  be  upset  without  hearings  and  careful  deliberation."  I  called  the  result 
of  this  reading  of  the  statute  "puzzling"  and  "perplexing  in  light  of  the  recent  con- 
gressional attention  to  health  care  costs." 

When  one  couples  this  with  the  advice  provided  to  the  FDA  by  the  United  States 
Trade  Representative,  expressly  advising  the  FDA  that  it  was  "the  intention  of  the 
URAA  language  to  permit  generic  drug  manufacturers  to  market  their  products  who 
had  made  substantial  investments  in  anticipation  of  the  expiration  of  the 
unextended  patent  term"  it  becomes  apparently  clear  that  this  was  a  mistake  in  the 
drafting  and  this  mistake  is  costing  the  consumers,  as  well  as  the  generic  manufac- 
turers, millions  of  dollars  each  day. 

I  emphasize  that  there  can  be  no  doubt  that  this  was  a  mistake.  In  an  article  in 
Business  Week  magazine  in  April  of  1995  it  states  "Most  companies  thought  the 
change  applied  only  to  new  patents,  but  soon  after  passage,  Glaxo's  lawyers  had  a 
'Eureka'  moment.  After  poring  over  the  legislation  Glaxo's  associate  general  counsel, 
Marc  Shapiro  is  quoted  as  saying  "we  realized  that  for  many  of  our  existing  prod- 
ucts, patent  life  would  be  extended."  It  was  this  discovery  that  led  them  to  begin 
formulating  the  various  defense  mechanism  they  have  employed  to  hold  on  to  these 
windfall  profits. 

I  describe  them  as  windfall  profits  with  clear  justification  for  this  use  of  language. 
When  PhRMA  companies  received  their  patents  on  the  products  affected  by  this 
change  they  factored  the  number  of  years  of  exclusivity  into  their  pricing  scheme. 
"This  is  a  normal  business  practice  with  the  desired  effect  of  ensuring  that  research 
and  development  costs,  along  with  a  reasonable  profit,  are  recovered  during  the  life 
of  the  patent. 

We  have  no  quarrel  with  this  goal.  In  fact,  generic  manufacturers  rely  in  large 
measure  on  the  ability  of  research-based  drug  manufacturers  to  develop  new  and 
effective  drug  therapies.  It  is  the  lifeblood  of  our  business.  We  support  reasonable 
patent  terms  to  allow  these  companies  to  recover  adequate  returns  on  their  high- 
risk  investment  capital. 

It  is  what  happens  after  recovering  these  costs,  and  making  a  profit,  that  is  of 
concern  here  today.  In  the  case  of  Glaxo,  and  others  similarly  situated,  these  compa- 
nies are  handed  an  additional  period  of  market  exclusivity  that  allows  them  to  gar- 
ner huge,  unanticipated  profits.  In  the  case  of  the  drug  Zantac,  as  the  patent  holder 
Glaxo  will  gain  more  than  $2  billion  in  unearned,  unwarranted,  and  unanticipated 
profits.  These  are  not  profits  that  derive  from  any  extraordinary  research  and  devel- 
opment efforts;  the  profits  are  not  derivative  of  any  additional  effort  expended  by 
Glaxo  in  the  normal  life-span  of  the  patent  for  Zantac;  but  rather  they  are  purely 
and  simply  derived  directly  from  a  mistake  of  omission  by  the  word  smiths  of  the 
Congress  in  drafting  URAA.  That  qualifies  as  a  windfall  by  any  definition. 

Mr.  Chairman,  there  has  been  a  great  deal  of  discussion  about  what  will  or  should 
be  considered  "substantial  investment".  Throughout  the  course  of  product  develop- 
ment for  an  ANDA  there  are  clearly  identifiable  milestones,  some  of  which  are  driv- 
en by  FDA  requirements  and  others  related  to  the  formulation  and  manufacturing 
process  of  this  product,  that  can  be  assessed  in  the  context  of  the  investment  made 
by  a  generic  manufacturer.  There  is  no  question  that  any  objective  evaluator  of  the 
facts  would  be  able  to  make  a  qualified  judgment  on  what  constitutes  a  "substantial 
investment."  If  you  will,  please  allow  me  to  take  you  through  the  process  of  develop- 
ing a  generic  alternative  preparatory  to  submitting  an  ANDA  to  the  FDA. 

The  business  decision  to  approve  the  development  of  an  ANDA  on  a  product  gen- 
erally requires  about  two  months  of  due  diligence  and  a  detailed  market  study. 
What  we  are  looking  for  in  this  marketing  study  is  the  number  of  patients  and  the 
expectation  that  the  drug  will  remain  the  therapy  of  choice  or  a  period  of  time. 

We  then  move  on  to  finding  a  source  of  raw  materials.  Pharmaceutical  grade  fine 
chemicals  for  the  active  ingredient  of  the  patented  product  are  generally  not  avail- 
able in  the  United  States  to  generic  manufacturers  because  the  sources  of  these  raw 
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materials  have  exclusive  purchase  agreements  with  the  brand  name  manufacturer 
that  extend  well  beyond  the  patent  term  expiration.  This  requires  a  generic  manu- 
facturer to  find  a  source  for  these  raw  materials  that  is  approved  by  FDA  to  manu- 
facture these  chemicals  under  rigorous  standards.  The  identification  of  an  approved 
source  for  the  raw  materials  for  the  active  ingredient  averages  two  to  four  months. 

The  validation  of  the  manufacturing  capability  of  the  source,  the  acquisition  of 
raw  materials  for  chemical  testing,  and  the  analytical  testing  of  the  raw  materials, 
averages  approximately  one  more  month. 

Once  the  acquisition  of  qualified  raw  materials  has  been  completed,  the  generic 
manufacturer  then  begins  the  actual  development  of  the  product.  The  formulation 
of  the  product  is  a  difficult  task  and  one  that  can  consume  a  great  deal  of  time  and 
resources.  Once  a  company  arrives  at  a  proper  formulation,  bioequivalency  study  is 
undertaken.  This  study  involves  a  double-blind  testing  of  the  product  on  humans. 
Patients  are  brought  in  and  divided  into  two  groups.  The  first  group  will  receive 
the  generic  version  of  the  product  and  the  second  group  will  receive  the  brand  name. 
Once  the  product  has  been  through  the  patient's  system,  the  groups  are  reversed 
to  ensure  accuracy. 

A  generic  company  would  then  prepare  the  application  to  the  FDA  and  make  the 
submission.  Upon  receipt  of  the  ANDA,  the  FDA  will  review  the  application  to  en- 
sure that  all  of  the  pertinent  material  is  present.  If  the  application  is  accepted  it 
is  broken  down  into  sections  and  sent  to  the  various  review  stations  within  the 
FDA.  This  process  can  take  from  eighteen  months  to  as  long  as  several  years.  The 
entire  process  could  be  as  short  as  three  years  or  as  long  as  ten  years. 

Mr.  Chairman,  I  hope  you  can  see  this  process  requires  a  far  more  considerable 
expenditure  of  resources,  and  far  more  time  to  actually  prepare  and  get  an  ANDA 
approved  as  you  might  have  been  led  to  believe.  Your  statement  on  the  Senate  Floor 
on  December  1995  may  well  have  left  the  misimpression  among  your  colleagues  that 
a  generic  approval  process  involves  little  or  no  financial  risk  for  a  generic  company; 
requires  little  more  effort  than  running  a  copy  of  the  product  out  of  some  magical 
drug  xerox  machine;  and  FDA  is  begging  us  for  applications  so  they  can  literally 
push  them  out  the  door  in  a  week  or  so.  It  is  a  misimpression  that  needs  to  be  cor- 
rected. 

While  we  have  often  wished  FDA  would  move  more  quickly  in  the  review  of 
AND  As,  the  process  requires  a  rigorous  scrutiny  of  each  ANDA  to  ensure  that  it 
is  complete  and  meets  the  demanding  standards  necessary  for  approval. 

We  are  aware  that  brand  manufacturers  have  advanced  the  argument  that  the 
generic  manufactures  financial  and  resource  commitment  cannot  be  considered  "sub- 
stantial" when  compared  to  what  an  innovator  company  spends  in  developing  a  new 
product. 

Mr.  Chairman,  I  hope  this  will  help  to  put  this  issue  in  perspective.  The  research 
and  development  of  a  new  product  is  expensive  and  time  consuming.  The  efforts  un- 
dertaken by  brand  name  drug  companies  requires  substantial  financial  risk  over  an 
extended  period  of  time.  The  fundamental  premise  of  the  U.S.  patent  system  is  to 
adequately  compensate  research-based  drug  companies  for  those  risks.  Patent  hold- 
ers receive  a  set  patent  term  on  the  product  ensuring  them  exclusivity  in  the  mar- 
ketplace and  the  ability  to  set  the  price  for  the  product.  In  the  case  of  Zantac,  the 
pricing  strategy  for  risk  recovery  by  Glaxo  was  driven  by  economic  models  which 
anticipated  exactly  what  they  got.  Seventeen  years  of  unfettered  access  to  the  mar- 
ket. 

Not  one  of  the  formidable  crew  of  economists  employed  by  Glaxo  could  have  an- 
ticipated the  error  of  omission  committed  by  the  drafters  of  the  URAA  language  in 
November  of  1994.  That  error  occurred  literally  at  the  last  hour  of  the  pre-GATT 
patent  life  for  Zantac.  All  of  the  revenues  needed  to  adequately  compensate  Glaxo 
for  the  risks  associated  with  the  research  and  development  of  this  product  had  al- 
ready been  recovered.  If  they  haven't  done  so,  Glaxo's  complaint  is  with  their  own 
accountants,  not  with  us. 

In  the  generic  world,  there  is  no  exclusivity.  Our  price  is  based  on  competition, 
and  this  economic  model  works  quite  efficiently.  The  more  competition,  the  lower 
the  price. 

Let  me  give  you  an  example  that  has  relevance  to  this  hearing.  In  the  generic 
world,  first  approval  is  critical  to  the  success  of  the  product.  On  August  8,  1995  the 
drug  Capoten  was  due  to  have  its  patent  expire.  This  was  extended  until  just  a  few 
weeks  ago  in  February,  1996.  Had  it  expired  on  August  8,  1995  there  would  have 
been  two  generic  companies  on  the  market  with  a  lower-cost  alternative.  The  ge- 
neric price  would  most  likely  be  about  50  percent  of  the  cost  of  the  brand  name. 
I  am  speaking  of  cost  to  consumer  when  purchasing  prescription  drugs  at  the  phar- 
macy. Since  the  unwarranted  GATT  extension,  several  other  generic  companies 
have  also  received  approvals.  When  Mylan  entered  the  market  upon  expiration  of 
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the  unwarranted  GATT  extended  patent  term,  the  price  for  generic  Capoten  in  the 
marketplace  is  now  less  than  10  percent  of  the  brand  name.  This  is  lost  income  that 
can  never  be  recovered,  and  had  such  a  poor  retiun  on  the  investment  been  antici- 
pated at  the  beginning  of  the  business  decision  process,  it  would  no  doubt  not  even 
have  been  pursued. 

Finally,  Mr.  Chairman,  I  would  very  much  like  to  address  the  issue  of  whether 
the  GATT  mistake  should  be  ignored  because  of  the  benefits  these  unanticipated 
profits  will  have  in  new  research  and  development  capital  for  research-based  drug 
companies.  The  theory  here  is  that  the  billions  flowing  to  Glaxo's  bottom  line,  and 
the  billions  spread  to  other  companies  as  well,  will  help  them  to  develop  new  thera- 
pies that  will  be  beneficial  to  the  pubUc  at  large. 

The  windfall  profits  being  granted  to  these  companies  will  not,  most  assuredly, 
have  that  kind  of  impact  on  the  development  of  new  therapies  some  have  touted. 
Those  decisions  are  made  based  on  a  very  complex  economic  and  scientific  model 
which  balances  the  potential  success  of  the  product  against  the  costs  of  the  risks 
associated  with  the  research  investment  being  made.  The  commitment  of  capital  to 
a  promising  product  will  be  made  irrespective  of  the  profit  enhancement  of  the 
GATT  windfall  profits.  It  is  a  sophisticated  calculation  where  risk-reward  ratios 
drive  the  final  decision. 

The  truth  is,  if  a  product  passes  muster  through  this  process,  the  question  of  at- 
tracting investment  dollars  is  reduced  to  the  interest  costs  of  borrowing  the  money 
from  risk  capital  markets  or  drawing  upon  the  resources  of  the  company  to  make 
such  an  investment.  The  high-risk  products,  which  generally  offer  the  biggest  thera- 
peutic gains,  are  virtually  always  going  to  be  financed  with  outside  investors  to  min- 
imize the  risk  of  failure  to  the  company  bottom-line.  Stock  market  analysts  who 
track  such  decisions  create  a  highly  risk-adverse  culture  in  the  pharmaceutical 
arena. 

The  incremental  gains  in  research  from  the  GATT  windfall  profits  will  most  likely 
be  seen  only  in  reduced  interest  costs  on  relatively  safe  research  investments  in 
what  are  known  as  "me-too"  drugs.  These  "me-too"  drugs  simply  use  a  different  ac- 
tive ingredient  in  the  same  family  of  chemicals  or  adopt  a  different  delivery  mecha- 
nism to  achieve  an  already  proven  therapeutic  effect.  These  "me-too"  drugs  offer  lit- 
tle or  no  therapeutic  gains  for  patients  over  a  product  or  products  already  available 
on  the  market. 

The  GATT  windfall  profits,  if  they  are  used  in  this  manner,  arguably  will  simply 
enable  the  companies  benefitting  from  these  unanticipated  profits  to  infuse  capital 
into  low  risk  research  ventures,  thus  achieving  a  greater  financial  gain  from  these 
misappropriated  revenues. 

Mr.  Chairman,  if  you  will  allow  me  to  use  a  sports  metaphor.  This  is  like  a  base- 
ball game  that  is  scheduled  for  nine  innings,  only  in  this  game  the  home  team  is 
the  only  one  that  gets  to  bat.  Finally,  with  the  score  an  astronomical  nvunber  to 
nothing,  it  is  finally  the  visitors  turn  to  bat.  Now  the  umpire  calls  time  out  and  says 
that  they  have  decided  to  let  the  home  team  bat  a  few  more  innings  so  they  can 
run  up  the  score  a  little  more.  The  losers  in  this  game  are  both  the  generic  drug 
manufacturers,  and  more  importantly  the  consumers  of  this  nation.  Just  as  the  um- 
pire added  extra  innings  to  help  the  home  team,  now  Congress,  through  a  mistake, 
has  added  extra  time  to  help  the  patent  holder.  As  a  generic  drug  manufacturer  we 

{)layed  by  the  rules  and  made  a  good  faith  investment  relying  on  the  law  of  the 
and. 

Mr.  Chairman,  it  has  been  said  that  in  every  piece  of  legislation  there  are  winners 
and  there  are  losers.  I  would  submit  to  you  that  in  this  case  the  winners  are  the 
holders  of  every  patent  currently  on  the  books  and  every  patent  to  be  issued  in  the 
future.  They  will  receive  a  longer  life  of  exclusivity  due  to  this  change.  The  losers 
are  every  manufacturer  who  waits  for  the  patent  to  expire  to  enter  the  marketplace. 
An  additional  class  of  losers  also  requires  your  close  consideration.  Every 
consumer  in  America  is  disadvantaged  by  the  current  state  of  law  on  this  issue. 
Those  poor  families  and  senior  citizens  on  fixed  incomes  are  disproportionately  in- 
jured by  the  failure  of  the  Congress  to  correct  its  own  mistake  in  this  matter.  As 
a  matter  of  public  policy,  these  fragile  groups  have  the  right  to  expect  public  policy 
to  be  fairly  implemented  and  an  error  of  omission  should  not  be  used  to  bludgeon 
them  financially.  Additionally,  the  taxpayers  bear  the  additional  $250  million  cost 
of  this  mistake  in  the  acquisition  of  more  expensive  brand  name  prescription  medi- 
cations needed  by  Medicaid  beneficiaries. 

Fundamentally,  we  question  a  law  that,  due  to  a  simple  oversight  resulting  in  its 
failure  to  make  a  conforming  technical  amendment,  has  had  the  effect  of  singling 
out  an  industry  and  consumers  for  unjust  treatment.  URAA  expressly  created  a  set 
of  equitable  transition  rules  for  those  companies  caught  in  the  middle  of  this  issue, 
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ind  we  are  now  told  that  while  this  compromise  is  available  to  every  other  industry 
m  the  nation,  unfortunately  it  will  not  be  available  to  generic  drug  manufacturers. 
This  action  was  taken  without  any  legislative  discussion  or  history.  That  does  not 
seem  fair  or  just,  and  I  strongly  urge  the  Committee  to  correct  this  mistake  as  soon 
iS  possible.  It  is  clear  that  support  for  the  provisions  contained  in  S.  1277  will  pro- 
vide the  remedy  needed  for  American  consumers  and  help  to  preserve  a  fair  market- 
alace  for  American  generic  drug  manufacturers. 


Prepared  Statement  of  Dixie  Horning,  Executive  Director,  the  Gray 

Panthers 

This  testimony  is  submitted  to  the  Senate  Judiciary  Committee  in  support  of  the 
Pryor-Chafee  Amendment  by  the  Gray  Panthers,  a  national  organization  of 
intergenerational  activists  dedicated  to  social  change.  Our  accomplishments  include 
stopping  forced  retirement  at  age  65  and  exposing  nursing  home  abuse.  We  wish 
to  comment  on  the  need  for  the  Pryor-Chafee  amendment  and  how  the  current  situ- 
ation severely  hurts  older  members  of  society,  especially  those  on  fixed  incomes. 

Let  me  quickly  review  the  issue,  as  we  understand  it.  To  harmonize  U.S.  patent 
laws  with  those  of  other  nations,  a  provision  of  the  General  Agi-eement  on  Tariffs 
and  Trade  (GATT),  extends  the  patent  life  of  U.S.  products  from  17  years  from  the 
iate  of  patent  issue  to  20  years  from  the  date  of  filing  a  patent  application.  Generic 
products  can  be  sold  after  the  original  17  year  patent,  but  only  if  a  generic  manufac- 
turer: (1)  has  made  a  "substantial  investment"  in  bringing  the  product  to  market 
prior  to  June  8,  1995  (the  date  GATT  extensions  began),  and  (2)  will  pay  "equitable 
remuneration,"  i.e.,  compensation,  to  the  brand  patent  holder  during  the  GATT  ex- 
tension period. 

Under  this  provision,  everyone  benefits:  consumers  are  given  a  choice  between 
Drand-name  and  generic  products,  and  brand-name  and  generic  manufacturers  of  all 
sorts  of  items — from  hypertension  drugs  to  hydraulic  pumps — profit  financially. 

Critically  for  consumers  however.  Congress  overlooked  the  full  impact  of  the  Wax- 
man-Hatch  Act  of  1984  which  prohibits  the  Food  and  Drug  Administration  from  ap- 
proving a  generic  drug  for  sale  until  the  expiration  of  the  brand-name  product.  The 
:onflict  between  the  Waxman-Hatch  Act  and  GATT  means  that  the  pharmaceutical 
industry — and  no  other  industry — is  given  an  extended  patent  life  and  no  competi- 
tion from  lower  cost  generic  products  during  the  extended  period  of  patent  life.  In 
ather  words,  the  brand-name  pharmaceutical  companies  have  been  given  an  unin- 
tentional gift  by  Congress — a  loophole  to  continue  reaping  substantial  profits  for  up 
to  three  more  years  without  generic  competition.  However,  this  is  no  gift  to  millions 
af  American  consumers  who  must  take  medication  to  treat  or  prevent  illness. 

The  full  impact  of  this  loophole  on  consumers  can  not  be  understated.  One  hun- 
dred and  nine  ( 109)  drugs  are  affected  by  the  loophole,  including  some  of  the  most 
widely  prescribed  drugs  in  America.  Of  special  concern  to  the  Gray  Panthers  is  that 
For  far  too  many  seniors,  especially  those  on  fixed  incomes,  lack  of  access  to  generic 
drugs  translates  into  real  hardship.  As  a  group,  seniors  take  more  medication  than 
the  general  population.  This  comes  as  no  surprise,  as  with  age  comes  a  degree  of 
infirmity,  sometimes  negligible,  sometimes  great.  It  is  a  sad  comment,  but  should 
also  come  as  no  surprise  to  committee  members,  that  many  seniors  are  forced  to 
choose  between  basics,  such  as  food  and  heating,  and  medicines. 

No  one,  let  alone  seniors  on  fixed  incomes  should  be  forced  to  choose  between  eat- 
ing and  taking  medication.  But  that's  what's  happening  in  urban,  suburban  and 
rural  areas  across  America.  And  no  one,  let  alone  seniors,  should  be  made  to  wait 
up  to  three  more  years  for  lower-cost  drugs  to  treat  health  problems.  But,  because 
of  the  unintended  loophole,  that  is  the  situation  throughout  America. 

This  is  no  hyperbole.  Consider  Mary  Eleanor  Black,  a  69  year  old  retired  realtor, 
and  her  89-year  old  mother,  Sally.  Together,  they  live  in  Hagerstown,  Maryland.  In- 
come for  Eleanor  and  Sally  is  derived  solely  from  Social  Security.  Eleanor's  monthly 
income  is  $666.00  and  Sally  receives  $683.00.  From  this  amount,  they  pay  for  all 
necessities — food,  clothing,  shelter,  heat  and  medicine. 

Sally's  heart  medicine  has  the  potential  to  cause  ulcers,  so  her  doctor  prescribed 
Zantac,  the  anti-ulcer  medication.  She  is  supposed  to  take  one  150  mg  tablet  twice 
a  day.  Which  Sally  does,  when  she  can  afford  it.  But  sometimes,  other  critical  ex- 
penses arise,  so  Sally  either  limits  or  does  without  the  medicine  altogether.  Sally's 
monthly  prescription  of  Zantac  costs  her  $142.00,  which  is  20  percent  of  her  income. 
For  one  medicine.  But,  Sally,  like  many  seniors,  takes  more  than  one  medicine. 
Imagine  being  a  senior  on  a  fixed  income  taking  two,  three  or  four  brand-name 
medicines  several  times  a  day  with  no  generic  alternatives  available. 
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Eleanor  is  more  fortunate  than  Sally.  She  too  had  vilcers,  but  they  have  now 
healed.  However,  until  recently,  her  physician  required  that  she  take  8  teaspoons 
a  day  of  liquid  Zantac.  The  monthly  cost  of  this  treatment  was  $197.00,  30  percent 
of  Eleanor's  monthly  income  of  $683.00.  A  generic  alternative  to  Zantac  is  estimated 
to  be  about  half  the  cost  of  Glaxo- Wellcome  s  brand-name  drug. 

The  financial  injustice  of  denying  access  to  generic  drugs  is  not  limited  to  seniors 
on  fixed  incomes,  although  they  bear  the  greatest  burden.  Because  the  unintended 
loophole  remains  open,  members  of  this  committee  and  I  and  every  other  taxpayer 
pay  the  additional  costs  covered  by  Medicaid.  For  Zantac  alone,  virtually  every  state 
pays  millions  of  dollars  annually  in  Medicaid  costs.  Multiply  this  by  an  additional 
108  drugs,  and  suddenly  we  are  talking  about  hundreds  of  millions  of  dollars.  The 
remedy  proposed  by  Senators  Pryor  and  Chafee  would  save  all  of  us  significant 
amounts  of  money  in  Medicaid  expenditures. 

We  do  not  begrudge  pharmaceutical  manufacturers  their  profits.  Nor  do  we  want 
to  undermine  true  research  cost  recovery.  But  we  do  take  strong  exception  to  phar- 
maceutical companies  making  enormous  windfall  profits — conservatively  estimated 
to  be  in  the  billions  of  dollars — at  the  expense  of  Americans.  And  we  find  it  intoler- 
able to  be  taken  advantage  of  and  threatened.  For  that  is  precisely  what  is  now  hap- 
pening. Brand-name  pharmaceutical  companies  have  threatened  that  research  and 
development  of  new  drugs  vnll  be  jeopardized  if  GATT,  as  originally  intended,  is 
permitted  to  proceed.  This  is  nonsense.  In  truth,  revenues  gained  through  the  origi- 
nal 17-year  patent  life  are  in  no  way  affected  by  the  Pryor-Chafee  Amendment.  Dur- 
ing the  extension  period — which  is  a  gifi;  of  GATT — patent  holders  would  receive 
"equitable  remuneration"  from  generic  makers.  Corporate  greed  is  dictating  the 
brand-name  drug  manufacturers'  stance. 

When  rhetoric  is  put  aside,  it  is  impossible  to  argue  convincingly  against  the 
Pryor-Chafee  Amendment.  It  is  designed  to  close  the  unintended  loophole  and  treat 
all  industries  equally,  as  GATT  and  Congress  originally  intended.  The  amendment 
would  assure  fairness  to  brand-name  and  generic  manufacturers  alike.  And,  by  so 
doing,  all  Americans  would  benefit,  especially  seniors  dependent  on  daily  medica- 
tion. 

As  members  of  the  Judiciary  Committee  review  this  issue,  we  ask  them  to  keep 
consumers'  needs  uppermost  in  their  minds.  A  level  playing  field  will  not  jeopardize 
the  financial  health  of  the  pharmaceutical  industry.  Nor  will  a  level  playing  field 
put  research  and  development  at  risk.  A  level  playing  field  will  give  seniors  and  all 
Americans  the  liberty  to  choose  between  brand  name  and  generic  drugs  as  they  and 
their  physicians  see  fit.  And  that's  only  fair  and  right. 


Prepared  Statement  of  the  Seniors  Coalition 

The  Seniors  Coalition  is  pleased  to  present  this  statement  for  the  record  of  this 
hearing  regarding  the  importance  of  timely  access  to  generic  drugs  to  senior  citi- 
zens. The  present  state  of  the  Uruguay  Round  Agreements  Act  (URAA)  implement- 
ing language  adopted  by  the  U.S.  Congress  to  bring  the  United  States  into  conform- 
ance with  GATT  has  created  a  significant  impediment  for  senior  citizens  to  access 
low-cost  safe  and  effective  generic  drugs. 

The  mission  of  The  Seniors  Coalition  is  to  promote  and  protect  the  economic  well 
being  and  quality  of  life  for  America's  senior  citizens  without  creating  a  negative 
impact  on  younger  Americans.  The  mistake  made  by  the  U.S.  Congress  in  the  draft- 
ing of  URAA  directly  threatens  the  economic  well  being  and  quality  of  life  America's 
senior  citizens  have  a  right  to  expect. 

Senior  citizens,  many  of  them  on  fixed  incomes,  shoulder  a  significantly  dispropor- 
tionate share  of  the  adverse  economic  impacts  resulting  directly  from  the  unjustified 
GATT  imposed  delay  in  generic  drug  marketing  approvals.  The  highest  out-of-pocket 
cost  for  three-fourths  of  all  senior  citizens  is  prescription  drugs.  Citizens  age  65  and 
older  in  America  represent  about  14  percent  of  U.S.  resident  population,  but  they 
buy  more  than  34  percent  of  retail  prescription  drugs.  Most  of  the  drugs  needed  by 
seniors  treat  chronic  conditions  common  to  senior  citizens — heart  problems,  Parkin- 
son's disease,  and  arthritis. 

In  1984,  the  U.S.  Congress  enacted  the  Drug  Price  Competition  and  Patent  Term 
Restoration  Act,  often  referred  to  as  the  "Hatch-Waxman"  Act.  The  purpose  of  this 
legislation  was  to  increase  consvuner  access  to  competitively  priced  generic  drugs 
and  stimulate  competition  between  brand  name  and  generic  manufactixrers  to  the 
benefit  of  consumers.  Since  that  time,  the  Hatch-Waxman  Act  has  produced  dra- 
matic savings  for  consumers  and  payer  groups  who  seek  lower-cost  alternatives  to 
expensive  brand  name  prescription  drugs.  The  purchaser  groups  receiving  the  great- 
est benefit  have  been  the  Medicare  and  Medicaid  programs.  As  the  single  largest 
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purchaser  of  prescription  drugs  on  behalf  of  beneficiaries.  Medicare  and  Medicaid 
nave  already  saved  government  programs  hundreds  of  milHons  of  dollars  through 
the  use  of  generic  drug  products. 

On  December  8,  1994,  the  United  States  health  policy  took  a  major  step  back- 
ward, however  inadvertently,  by  failing  to  include  needed  provisions  in  the  URAA 
implementing  language  to  assure  generic  drugs  would  be  available  on  a  timely 
basis.  The  effect  of  this  oversight  cost  American  consumers  more  than  $4  billion. 
This  cumulative  dollar  amount  masks  the  reality  that  those  fragile  senior  citizens 
who  cannot  afford  to  pay  the  higher  brand  name  prices,  and  who  often  fail  to  fill 
needed  prescriptions  or  try  to  stretch  them  out  by  taking  the  medication  over  a 
much  longer  period  of  time  thereby  reducing  the  therapeutic  effect  the  drugs  were 
designed  to  provide.  The  result  in  either  case  is  deteriorating  health  which  often 
ends  up  costing  the  government  and  families  of  patients  far  more  from  unnecessary 
hospitalization. 

The  debate  on  this  issue  has  departed  from  whether  it  is  fair  or  not  to  exclude 
generic  drugs  from  the  transition  protections  provided  by  GATT  for  countries  adopt- 
ing the  longer  patent  terms.  The  debate  has  shifted  to  a  variety  of  issues  being 
raised  by  a  few  companies  who  are  big  winners  in  the  GATT  mistake.  We  would 
encourage  every  Member  of  Congress  to  look  closely  at  where  all  of  the  billions  in 
windfall  profits  actually  come  from — consumers. 

The  following  concerns  need  to  be  addressed  by  the  Congress: 

Adequate  incentives  already  exist  to  stimulate  research  and  development  for  new 
drug  therapies. 

American  consumers,  particularly  senior  citizens,  rely  upon  timely  access  to  ge- 
neric drug  products. 

The  present  patent  terms  provide  adequate  time  for  brand  companies  to  fully  re- 
cover research  &  development  costs,  together  with  a  fair  profit,  and  do  not  need  to 
be  extended  artificially. 

The  Seniors  Coalition  and  its  2  million  plus  members  strongly  urges  the  Congress 
to  adopt  the  provisions  of  S.  1277. 

Submitted  by:  Thair  Phillips,  Chief  Executive  Officer. 


Prepared  Statement  of  Martha  A.  McSteen,  President,  National  Committee 
To  Preserve  Social  Security  and  Medicare 

Thank  you  for  the  opportunity  to  present  the  views  of  the  National  Committee 
to  Preserve  Social  Security  and  Medicare  regarding  S.  1277,  legislation  to  correct 
an  oversight  in  the  General  Agreement  on  Tariffs  and  Trade  (GATT)  implementing 
legislation  that  affects  the  availabiUty  of  generic  drugs.  The  National  Committee  is 
a  grassroots  advocacy  organization  representing  millions  of  senior  Americans. 

The  National  Committee  strongly  support  S.  1277,  corrective  legislation  sponsored 
by  Senators  Pryor  (D-AR),  Chafee  (R-RI)  and  Brown  (R-CO)  that  will  save  Amer- 
ican consumers  more  than  $2  billion  in  prescription  drug  costs.  Because  of  an  over- 
sight in  patent  changes  approved  last  year  under  the  GATT  treaty  implementing 
legislation,  the  availability  of  lower-priced  generic  versions  of  more  than  25  widely- 
prescribed  drugs  must  be  delayed.  As  a  result,  seniors  and  other  consumers  will 
wait  longer  for  access  to  less-costly  generic  drugs. 

As  you  know,  GATT  applies  a  new  international  standard  to  patents.  It  extends 
the  life  of  a  patent  from  17  years  to  20  years.  The  GATT  implementing  legislation 
also  included  "transition  rules"  to  allow  generic  products  that  were  ready  to  go  to 
market  before  GATT  was  passed  to  do  so  based  on  the  original  17-year  patent  term, 
if  they  pay  a  royalty  to  the  patent  holder.  When  Congress  approved  the  treaty,  how- 
ever, it  failed  to  change  U.S.  law  to  allow  the  Food  and  Drug  Administration  (FDA) 
to  certify  generic  drugs  for  marketing  during  the  transition  period.  Because  of  this 
oversight,  the  "transition  rules"  apply  to  all  generic  products  except  drugs.  Longer 
exclusive  marketing  rights  for  pharmaceutical  patents  mean  consumers  will  con- 
tinue to  pay  more  for  some  drugs,  even  though  they  could  be  pajang  less. 

Due  to  the  19-month  extension  on  its  patent  for  Zantac,  an  ulcer  medication  pro- 
scribed for  more  than  33  million  Americans,  Glaxo  Wellcome  reaps  the  majority  of 
the  total  revenue  from  this  unintended  loophole  in  the  GATT  implementing  legisla- 
tion. Glaxo,  the  world's  largest  pharmaceutical  company,  will  reap  an  unexpected 
windfall  of  some  $3.6  billion  in  sales  that  ordinarily  would  have  been  lost  to  generic 
competitors.  To  consumers,  a  year  supply  of  Zantac  can  cost  about  $1,000  dollars 
while  the  generic  version  would  cost  one-half  to  two-thirds  less. 

Other  drugs  of  great  importance  to  seniors  have  had  their  patents  extended  so 
that  less-expensive  generics  can't  make  it  to  drug  store  shelves.  Capoten,  a  blood 
pressure  drug  made  by  Bristol-Myers  Squibb  and  prescribed  for  15  million  Ameri- 
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cans  every  year,  recently  ended  its  six-month  patent  extension  without  generic  com- 
petition. A  year  supply  of  Capoten  can  cost  nearly  $750. 

In  total,  this  unintended  oversight  will  cost  consumers  at  least  an  additional  $2.5 
billion  in  higher  prices  for  the  affected  drugs  over  the  next  several  years.  The  big- 
gest losers  among  U.S.  consumers  are  senior  citizen,  as  older  Americans  consume 
about  one-third  of  the  prescription  drugs  sold  in  the  United  States.  On  fixed  in- 
comes and  with  no  pharmaceutical  coverage  under  Medicare,  three  out  of  four  sen- 
iors cite  prescription  drugs  as  their  largest  out-of-pocket  expense. 

There  is  strong  evidence  that  the  sooner  generics  come  to  market,  the  sooner  they 
will  produce  savings.  According  to  the  Generic  Drug  Equity  Coalition,  a  bipartisan 
group  of  25  health  care,  drug  industry,  consumer  and  senior  groups  including  the 
National  Committee,  the  price  of  Glaxo's  anit-ulcer  drug  Zantac  fell  70  percent  in 
Germany  when  generics  became  available. 

Even  though  the  negative  effects  of  GATT  have  been  unintended,  it's  a  costly  mis- 
take at  a  time  when  health  care  savings  are  more  important  to  seniors  than  ever. 
Because  generic  drugs  cost  consumers  much  less  than  their  name  brand  versions, 
getting  them  into  the  marketplace  quickly  is  vital  to  seniors  and  other  Americans. 
Seniors  alone  could  save  an  estimated  $517  million  by  correcting  this  oversight. 

The  National  Committee  urges  Members  of  the  Judiciary  Committee  to  support 
the  efforts  of  Senators  David  Pryor  (D-AR),  John  Chafee  (R-RI),  and  Hank  Brown 
(R-CO)  to  close  the  loophole.  S.  1277,  the  "Prescription  Drug  Equity  Act,"  amends 
the  Food,  Drug  and  Cosmetic  Act  so  that  the  prescription  drug  industry  is  treated 
like  every  other  industry  in  the  country  under  GATT's  patent  provisions.  It  will 
allow  the  FDA  to  certify  generic  drugs  for  marketing  during  the  transition  period, 
as  was  intended  during  the  debate  on  GATT. 

On  behalf  of  the  nearly  six  million  members  and  supporters  of  the  National  Com- 
mittee to  Preserve  Social  Security  and  Medicare,  we  urge  you  to  support  this  pro- 
competition,  pro-consumer  measure. 


Prepared  Statement  of  Harold  C.  Wegner 

Mr.  Chairman.  Members  of  the  Committee:  My  name  is  Harold  C.  Wegner.  I  am 
Professor  of  Law  and  Director  of  the  Intellectual  Property  Law  Program  of  the 
George  Washington  University  Law  School  and  Director  of  the  Dean  Dinwoodey 
Center  for  Intellectual  Property  Studies.  I  am  also  counsel  of  Foley  &  Lardner.  I 
appear  pro  bono  and  not  on  behalf  of  any  organization  or  client. 

My  interest  is  seeing  that  the  United  States  goes  forward  with  a  pro-competitive, 
internationally  interactive  patent  law  that  both  encourages  (a)  foreign  governments 
to  stick  to  their  end  of  the  TRIPS  bargain  to  provide  strong  protection  for  American 
Pharmaceutical  inventions;  and  (b)  domestic  research  in  drug  creation  and  develop- 
ment, where  American  ingenuity  has  been  so  successful. 

I  was  actively  involved  in  the  legislative  process  leading  to  Hatch- Waxman — for- 
mally The  Drug  Price  Competition  and  Patent  Term  Restoration  Act,  Pub.  L.  98- 
47,  98  Stat.  585  (1984).  I  have  also  been  one  of  the  earliest  proponents  of  the  twenty 
year  patent  term.  In  1992,  I  was  privileged  to  be  among  the  witnesses  before  this 
committee  to  testify  in  favor  of  legislation  that  first  proposed  the  twenty  year  term 
as  part  of  the  current  round  of  discussions  on  patent  harmonization.  I  was  also  ac- 
tively involved  in  the  process  leading  to  the  inclusion  of  the  twenty  year  term  in 
the  "Uruguay  Amendments"  or  "URAA" — formally,  the  Uruguay  Round  Agreements 
Act,  Pub.  L.  No.  103-465,  108  Stat.  4809  (1994),  that  implemented  the  "TRIPS"— 
the  Trade  Related  Aspects  of  Intellectual  Property  of  the  Uruguay  Round  of  the 
General  Agreement  on  Tariffs  and  Trade  ("GATT"). 

THE  fundamental  TWENTY  YEAR  CAP 

This  Committee  is  well  aware  of  the  importance  of  pharmaceutical  research  for 
American  competitiveness,  profits  and  jobs — and  the  production  of  life-saving  thera- 
pies for  consumers  both  here  and  everywhere  in  the  world.  This  Committee  is  equal- 
ly aware  of  the  need  for  the  profit  incentive  of  a  strong  patent  of  reasonable  dura- 
tion for  the  encouragement  of  drug  creation  and  development.  Today,  however,  I 
would  like  to  explain  the  role  of  the  domestic  twenty  year  cap  as  a  matter  of  domes- 
tic policy  and  the  unselfish  decision  of  the  major  pioneer  drug  industry  to  accept 
this  twenty  year  cap. 

I  can  assure  you  that  up  through  the  enactment  of  the  Uruguay  Amendments, 
there  were  a  substantial  number  of  players  in  the  drug  industry  vehemently  op- 
posed to  imposition  of  a  domestic  twenty  year  cap.  The  drug  industry  made  major 
sacrifice  in  limiting  the  term  of  patents  to  twenty  years  from  filing — while  there  are 
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numerous  examples  of  drugs  where  the  net  term  is  much,  much  more  than  twenty 
years  from  filing  under  the  old  law. 

My  own  involvement  today  is  entirely  pro  bono.  My  interest  is  in  the  maintenance 
of  the  twenty  year  term  without  tiuning  the  clock  back  to  the  virtually  unlimited 
terms  that  opponents  of  the  twenty  year  term  would  have  this  Congress  enact  this 
year.  (While  this  matter  is  not  directly  before  this  Committee  today,  it  is  in  the 
background  of  the  Uruguay  Amendments  and  contemporaneous  efforts  by  some  to 
repeal  the  entire  provision.)  My  interest  stems  from  my  more  than  twenty  years  of 
eftbrts  to  achieve  patent  reform  that  could  be  an  international  model  that  would 
permit  better  and  less  expensive  global  patent  protection  for  American  industiy. 
Starting  with  my  work  on  the  Committee  of  Experts  on  Patent  Harmonization  in 
Geneva  as  part  of  the  World  Intellectual  Property  Organization,  I  applaud  the  phar- 
maceutical industry  for  its  leadership  in  this  area,  and  particularly  for  accepting  the 
domestic  twenty  year  cap,  something  that  went  beyond  what  was  necessary  for  its 
industry. 

THIS  COMMITTEE'S  LEADERSHIP  FOR  THE  TWENTY  YEAR  TERM 

Long  before  the  present  Administration  proposed  a  twenty  year  patent  term  as 
part  of  the  Uruguay  Amendments,  this  committee  has  been  at  the  forefront  of  pat- 
ent reform  legislation  that  has  included  a  twenty  year  patent  term  cap  from  the  fil- 
ing date.  In  1992,  in  bipartisan  le^slation  introduced  in  this  Committee  four  years 
ago,  I  was  privileged  to  have  testified  in  favor  of  the  twenty  year  patent  term  as 
one  of  the  key  elements  of  patent  reform. 

Patent  applicants  were  receiving  virtually  unending  terms,  thanks  to  the  Amer- 
ican loophole  that  the  patentee  could  effectively  defer  the  start  of  the  patent  term 
"forever" — and  then,  when  the  patent  was  needed,  obtain  a  seventeen  year  term 
from  the  patent  grant  date.  Legendary  tales  abound  of  patents  sought  in  the  1950's 
that  have  surfaced  in  the  1990's.  The  net  impact  of  these  long-delayed  or  "sub- 
marine" patents  has  been  that  American  consumers  have  been  subject  to  some  pat- 
ent grants  expiring  thirty  or  more  years  after  the  first  filing.  In  contrast,  under  the 
international  norm  of  the  twenty-year  patent  term  from  filing,  consumers  in  Europe, 
Asia  and  elsewhere  around  the  world  have  been  free  to  reap  the  benefits  of  patent- 
free  competition  at  a  much  earlier  date. 

While  it  might  seem  self-evident  that  public  policy  favors  the  twenty  year  cap  on 
patent  term,  it  was  a  long  and  difficult  struggle  to  gain  the  twenty  year  term  that 
is  embodied  in  the  Uruguay  Amendments.  This  Committee  was  intensively  lobbied 
by  members  of  Congress  to  scrap  the  mandatory  twenty  year  term  cap.  Ultimately, 
by  the  thinnest  thread,  a  coalition  of  public-minded  corporate  and  private  leaders 
prevailed  in  maintaining  the  twenty  year  term  as  part  of  the  Uruguay  Amendments. 
The  intensity  and  forcefiilness  of  heavy  lobbying  against  the  twenty  near  cap  contin- 
ued up  until  the  announcement  of  the  final  text  of  the  Uruguay  Amendments — and, 
even  today,  there  are  vociferous  and  widespread  efforts  to  turn  the  clock  back  to 
the  patentee-determined,  virtually  unlimited  term. 

The  pharmaceutical  industry  sacrificed  much  by  accepting  the  domestic  twenty 
year  cap.  There  were  many,  particularly  in  the  biotechnology  area,  who  have  fought 
long  and  hard  against  the  twenty  year  cap.  With  pre-grant  patent  prosecution  often 
taking  six  or  more  years  in  the  biotechnology  area,  the  net  term  in  such  cases  would 
be  twenty-three  or  more  years  from  the  filing  date.  (The  seventeen  year  term  of  the 
old  was  calculated  as  of  the  patent  grant). 

To  the  great  credit  of  the  major  pharmaceutical  industry,  it  stuck  to  the  inter- 
national norm  of  the  twenty  year  cap.  While  this  will  sharply  diminish  profits  for 
particular  companies — cutting  off  literally  several  years  of  exclusivity  for  patents  in 
the  future,  at  the  same  time  the  American  generic  industry  and  consumers  are  the 
big  winners.  Whereas  the  failure  to  have  a  twenty  year  cap  already  in  place  will 
mean  that  American  consumers  will  pay  a  patent  tax  penalty  on  the  order  of  $2.5 
billion  in  one  case — a  story  replicated  time  after  time — in  the  future  Americans  will 
gain  generic  drugs  promptly  after  twenty  years. 

THE  EXISTENCE  OF  PATENTS  GRANTED  IN  LESS  THAN  THREE  YEARS 

While  statistically  the  "average"  patent  is  granted  in  less  than  three  years,  pio- 
neer pharmaceutical  patents  are  granted  either  more  than  three  years  after  filing, 
or  there  will  have  been  at  least  one  patent  application  in  a  family  of  cases  that  will 
be  granted  only  several  years  later.  This  is  the  norm,  and  includes  numerous  cases 
where  a  patent  was  granted  many  years  after  filing.  This  is  costing  American  tax- 
payers literally  billions  upon  billions  of  dollars.  In  one  notorious  example,  delays  in 
prosecution  have  led  to  the  anomalous  situation  that  with  a  cap  from  filing  around 
the  world  in  place,  foreign  consumers  pay  zero  point  zero  "patent  tax"  for  a  particu- 
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lar  compound.  Yet,  in  the  United  States  the  counterpart  patent  has  a  total  extended 
life  of  ten  (10)  additional  years  that  may  sock  the  American  public  with  a  cost  of 
over  two  billion  dollars.  The  shift  to  the  twenty  year  cap  ends  such  windfalls. 

In  the  summer  of  1994,  this  Committee  held  extensive  hearings  on  the  Uruguay 
Amendments,  with  particular  attention  focused  upon  the  twenty  year  term.  Not  one 
witness  commented  about  any  right  for  approval  of  generic  drugs  in  the  "Delta  Pe- 
riod". Generics  wanted  the  twenty  year  cap.  But,  nobody  from  the  generic  industry 
saw  fit  to  testify.  Nobody  from  the  generic  industry  did  anji;hing  to  propose  early 
generic  approval  before  expiration  of  the  Delta  Period.  One  must  say  that  when  the 
1994  discussions  were  held  concerning  the  twenty  year  cap,  few,  if  any,  were  aware 
that  there  were  any  important  drug  patents  that  could  benefit  from  a  switch  to  the 
twenty  year  term.  One  would  have  assumed,  all  along,  that  no  drug  companies 
would  have  pushed  their  cases  through  the  grant  procedure  so  rapidly  as  to  be 
caught  with  a  term  of  less  than  twenty  years  from  filing.  It  therefore  came  as  a  com- 
plete surprise  to  find  that  there  is  at  least  one  patent  to  a  drug  of  great  importance 
where  an  extension  benefit  actually  would  come  into  play. 

Shifting  a  patent  granted  in  less  than  three  years  into  the  international  norm  of 
the  twenty  year  term  if  anything  rewards  a  good  corporate  citizen  who  diligently 
prosecuted  his  or  her  patent  application  to  grant  in  a  timely  fashion.  This  should 
be  an  example  for  the  industry.  That  a  party  of  such  diligence  who  may  have  lost 
out  on  previous  patents  because  there  was  no  such  extension  would  now  have  his 
or  her  term  regularized  to  a  twenty  year  international  standard  represents  an  equi- 
table result,  rewarding  someone  who  has  been  diligent  in  prosecution  of  a  claim  be- 
fore the  government.  Most  drug  patentees  are  not  entitled  to  any  extension  because 
they  have  used  far,  far  more  than  three  years  for  prosecution  of  their  patent  port- 
folio on  their  new  drugs. 

THE  TRANSITION:  THIRD  PARTIES  VERSUS  THE  PATENTEE 

With  drug  patents  often  taking  many  years  to  be  granted,  but  with  many  areas 
of  "Widget"  technology  finding  patents  granted  in  about  a  year  (and  most  within 
twenty  months),  it  was  imagined  that  the  beneficiaries  of  the  twenty  year  term 
would  largely  be  for  such  "Widgets",  and  certainly  not  for  pharmaceuticals. 

There  is  nothing  in  the  legislative  history  to  indicate  in  any  way,  shape  or  form 
that  the  generic  pharmaceutical  industry  was  an  intended  beneficiary  of  any  rights 
for  third  parties  under  the  Delta  Period.  There  is  complete  silence  on  Hatch-Wax- 
man. 

THIS  COMMITTEE'S  CONSIDERATION  OF  THE  TWENTY  YEAR  TERM 

This  Committee  gave  careful  consideration  to  the  twenty  year  term.  In  1992,  hear- 
ings were  held  in  this  body  that  for  the  first  time  considered  patent  reforms  in  the 
context  of  patent  harmonization  and  international  standards  including  the  twenty 
year  term.  On  August  12,  1994,  hearings  were  held  by  this  Committee  to  specifically 
consider  the  twenty  year  term  that  resulted  in  it  being  a  part  of  the  Uruguay 
Amendments.  The  Chairman  of  this  Committee  spoke  with  praise  for  the  overall  in- 
tellectual property  aspects  of  the  Uruguay  Amendment  (while  pointing  to  improve- 
ments in  non-patent  areas).  The  Chairman  expressed  his  "pleas[ure]  that  our  nego- 
tiators have  made  the  progress  they  have  in  setting  effective  worldwide  standards 
of  protection  for  patents  *  *  *." 

There  was  not  one  witness  who  focused  upon  securing  provisions  for  third  parties 
to  erode  the  twenty  year  term.  Rather,  the  battle  lines  were  drawn  between  those 
who  would  stand  fast  with  a  twenty  year  cap  from  filing  versus  the  several  wit- 
nesses who  would  have  removed  the  twenty  year  cap.  One  witness,  for  example,  ap- 
plauded the  old  law  to  protect  Gordon  Gould's  laser  patent.  Without  embarrassment, 
the  witness — Kenneith  F.  Addison,  Jr. — noted  that  Gould's  patent  took  29  years  to 
issue,  resulting  in  a  net  patent  term  from  filing  expiring  only  after  forty-six  (46) 
years,  a  time  when  "everyone"  is  using  the  laser  and  a  period  throughout  which 
competitors  in  Europe  and  Asia  are  totally  free  to  use  the  technology  (due  to  the 
expiration  of  the  foreign  counterpart  patents).  Imagine,  a  domestic  patent  to  penal- 
ize American  industry  and  encourage  offshore  manufacture,  free  from  infringement. 
Two  of  your  colleagues  ft-om  the  other  chamber  came  to  speak  before  you  to  express 
their  vociferous  opposition  to  the  limitation  of  patents  to  a  twenty  year  cap — a  fight 
that  continues  today. 

To  its  credit,  the  pharmaceutical  industry,  with  billions  to  gain  by  playing  under 
the  old  rules  of  an  unlimited  cap,  seventeen  year  term,  worked  for  the  greater  good 
by  joining  the  majority  and  sticking  to  the  Uruguay  Amendments.  Now,  present  be- 
fore you  again  are  those  who  would  further  erode  the  strength  of  pharmaceutical 
patents  by  eliminating  the  small  gain  of  the  "Delta  Period". 
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SPECIAL  RULES  FOR  GENERIC  APPROVALS 

It  has  now  been  twelve  years  since  the  pharmaceutical  industry  accepted  the  spe- 
cial exemption  for  the  generic  industry  to  have  infringement-free  manufacture,  use 
and  testing  of  pharmaceuticals  during  the  term  of  the  pioneer's  patent.  This  key  ele- 
ment of  Hatch-Waxman  is  embodied  in  35  USC  §27 1(e)(1).  It  bars  the  pioneer  pat- 
entee from  enforcing  his  patent  against  a  generic  drug  manufacturer  who  is  making, 
using  or  selling  a  drug  for  regulatory  approval  purposes  to  get  a  head  start  on  mar- 
keting immediately  upon  expiration  of  the  patent.  Without  this  special  treatment, 
generics  would  be  barred  from  even  beginning  the  months  or  years  of  clinical  testing 
for  "me  too"  generic  drugs  under  Roche  Products,  Inc.  v.  Bolar  Pharmaceutical,  Inc., 
733  F.2d  858  (Fed.  Cir.  1994).  Hatch-Waxman  permits  pre-expiration  testing,  carv- 
ing out  an  exemption  from  this  case. 

Thanks  to  this  special  statutory  treatment  under  Hatch-Waxman,  generics  are 
able  to  start  the  road  to  regulatory  approval  months  or  years  before  the  expiration 
of  a  patent,  making  it  possible  to  enter  the  market  immediately  upon  expiration  of 
the  pioneer's  patent — as  opposed  to  waiting  months  or  years  for  approval  after  the 
expiration  of  the  patent.  (In  contrast,  the  1995  Netherlands  Supreme  Court  decision 
in  Smith,  Kline  and  French  Laboratories  Ltd.  v.  Generics  BV,  [1996]  1  EIPR  D-20, 
deals  with  an  injunction  deferring  generic  marketing  for  fourteen  months  after  pat- 
ent expiration  on  the  basis  that  approximately  that  much  time  was  used  in  pre-pat- 
ent expiration  generic  testing  which  was  an  infringement  of  the  Dutch  patent  right, 
and  that  such  testing  should  only  have  commenced  upon  expiration  of  the  patent.) 

It  is  only  in  the  context  of  these  special  rules,  tailored  to  benefit  the  generics,  that 
one  considers  the  question  of  when  the  patent  expires.  The  wording  of  the  special 
statutory  provision  could  not  be  any  clearer.  There  is  no  wiggle  room  to  fudge  a 
short-circuiting  of  the  law.  The  generics  would  have  their  cake  and  eat  it  too.  On 
the  one  hand,  they  very  much  appreciate  and  want  to  keep  their  special  statutory 
treatment  under  the  Drug  Price  Competition  Act  that  gives  them  an  advantage  over 
their  counterparts  in  the  Netherlands  and  other  countries  that  adhere  to  the  Roche 
V.  Bolar  principle.  Yet,  the  generics  do  not  want  to  live  by  the  same  law  in  terms 
of  the  Uruguay  Amendments. 

JUDICIAL  CONFIRMATION  OF  CONGRESSIONAL  ACTION 

There  is  no  mystery  to  the  interpretation  of  the  interaction  of  Hatch-Waxman  and 
the  Uruguay  Amendments.  The  United  States  Court  of  Appeals  for  the  Federal  Cir- 
cuit has  sorted  out  the  very  arguments  that  have  been  raised  in  the  legislation 
under  consideration.  Dupont  Merck  Pharmaceutical  Co.  v.  Briston-Myers  Squibb  Co., 
62  F.3d  1397  (Fed.  Cir.  1995);  Bristol-Myers  Squibb  Co.  v.  Royce  Laboratories,  Inc., 
69  F.3d  1130  (Fed.  Cir.  1995).  In  the  second  case  against  Royce,  Circuit  Judge 
Schall  has  analyzed  the  interaction  in  precisely  the  correct  manner,  manifesting  an 
understanding  of  the  public  policy  issues  involved  and  the  very  reasons  why  no  fur- 
ther legislation  is  necessary  or  desirable.  (The  key  portions  of  the  opinion  of  Judge 
Schall  are  found  infra  as  an  appendix.) 

THE  PRYOR  LEGISLATION 

The  Pryor  legislation  would  be  a  double  play  victory  for  the  generic  drug  industry. 
On  the  one  hand,  the  generics  would  be  permitted  their  early  head  start  to  approval 
under  the  special  exemption  from  Roche  v.  Bolar.  Yet,  while  the  generics  would 
choose  to  keep  that  aspect  of  Hatch-Waxman,  they  would  simultaneously  be  able  to 
repudiate  the  limitation  on  a  generic  approval  becoming  effective  until  the  expira- 
tion of  the  pioneer's  patent. 

There  is  no  uncertainty  in  the  Uruguay  Amendments  relating  to  the  twenty  year 
term.  The  wording  of  Hatch-Waxman  is  clear.  The  Federal  Circuit  has  construed  the 
interaction  of  Hatch-Waxman  and  the  Uruguay  Amendments  in  DuPont  Merck  v. 
Bristol-Myers  Squibb  and  Bristol-Myers  Squibb  v.  Royce.  There  is  nothing  uncertain 
to  require  intervention  by  Congress. 

Mr.  Chairman,  the  pioneer  drug  industry  has  supported  the  twenty  year  term,  not 
only  abroad  to  build  a  patent  beachhead  for  gaining  valuable  foreign  rights,  but  also 
in  the  United  States  to  its  detriment.  A  major  reason  for  supporting  the  twenty  year 
term  on  a  global  basis  was  to  foster  the  international  acceptance  of  key  reforms 
from  the  GATT  negotiations  such  as  protection  of  pharmaceuticals  (there  being  no 
effective  protection  today  for  many  developing  countries).  To  now  retroactively  take 
away  patent  protection  that  has  already  vested  goes  way  beyond  any  domestic  is- 
sues of  a  "taking"  under  the  Fifth  Amendment.  Passing  the  instant  legislation  would 
send  a  loud  signal  around  the  world  that  the  United  States,  itself,  is  not  honoring 
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the  spirit  of  the  GATT:  Why,  then,  should  the  developing  countries  of  the  world  not 
do  the  same? 

Let's  return  to  the  mainstream  debate.  Let's  harmonize  the  patent  systems  of  the 
world  using  the  best  of  the  American  model.  Let's  permit  both  individual  innovative 
citizens  and  corporate  America  aUke  the  fruits  of  the  GATT  by  moving  to  a  system 
of  "patent  worksharing^',  where  Americans  can  procvire  global  patent  rights  here  in 
Washington,  D.C.,  in  a  simplified  harmonized  system.  Mr.  Chairman,  the  inaugura- 
tion of  the  debate  over  patent  worksharing  took  place  before  this  Committee  four 
years  ago  upon  the  introduction  of  patent  harmonization  legislation.  Momentum  has 
developed  in  support  of  this  goal  which  the  Assistant  Secretary  of  Commerce,  the 
Hon.  Bruce  Lehman,  has  modified  and  endorsed  as  "true  harmonization".  To  move 
forward,  we  must  avoid  stepping  backward  with  the  attacks  being  made  against  the 
Uruguay  Amendments.  Let's  build  upon  the  foundation  of  Uruguay,  let's  let  Ameri- 
cans gain  the  benefits  of  patent  harmonization  that  are  made  possible  through  the 
successfijl  GATT  creation  of  the  World  Trade  Organization. 


Bristol-Myers  Squibb  Co.  v.  Royce  Laboratories,  Inc.,  United  States  Court 
OF  Appeals,  Federal  Circuit,  1995,  69  F.3d  1130 

Bristol's  captopril  patent,  United  States  Patent  No.  4,105,776  (the  "'776  patent"), 
originally  was  to  expire  August  8,  1995.  Under  the  Uruguay  Amendments  (or  Uru- 
guay Round  Agreements  Act  or  "URAA"),  the  patent  term  was  extended  to  the  twen- 
tieth anniversary  from  filing,  February  13,  1996.  Bristol  sought  to  have  the  generic 
approval  of  Royce's  generic  version  deferred  until  the  expiration  of  the  patent  on 
February  13,  1996.  The  trial  covui;  granted  summary  relief  to  Royce  that  the  opera- 
tive date  for  generic  marketing  was  August  8,  1995.  Bristol  took  this  appeal: 

Schall,  Circuit  Judge. 


background 


A.  The  Hatch -Waxman  Act 

The  Hatch- Waxman  Act  amended  the  Federal  Food,  Drug,  and  Cosmetic  Act, 
Pub.L.  No.  52-675,  52  Stat.  1040  (1938),  (codified  as  amended  at  21  U.S.C.  §§301 
et  seq.  (1994))  (the  "FDCA"),  as  well  as  the  patent  laws,  in  several  important  re- 
spects. Under  the  FDCA,  the  FDA  is  responsible  for  determining  whether  a  generic 
drug  product  should  be  approved  for  sale  to  the  public.  21  U.S.C.  §  355(a).  Pursuant 
to  the  Hatch-Waxman  Act,  a  pharmaceutical  manufacturer  seeking  expedited  FDA 
approval  to  market  a  generic  version  of  a  patented  drug  may  submit  an  AND  A.  21 
U.S.C.  §355(j).  An  apphcant  submitting  an  ANDA  must  certify  one  of  four  things: 
(1)  that  the  drug  for  which  the  ANDA  is  submitted  has  not  been  patented  (a  "para- 
graph 1"  certification);  (2)  that  any  patent  on  such  drug  has  expired  (a  "paragraph 
11"  certification);  (3)  the  date  on  which  the  patent  on  such  drug  will  expire,  if  it  has 
not  yet  expired  (a  "paragraph  III"  certification);  or  (4)  that  the  patent  on  such  drug 
"is  invalid  or  that  it  will  not  be  infringed  by  the  manufacture,  use,  or  sale  of  the 
new  drug"  for  which  the  ANDA  is  submitted  (a  "paragraph  IV"  certification).  21 
U.S.C.  §355(j)(2)(A)(vii)  (IMIV).  When  an  applicant  submits  an  ANDA  that  contains 
a  paragraph  IV  certification,  it  must  give  the  owner  of  the  relevant  patent  notice 
of  the  certification.  21  U.S.C.  §355(j)(2)(B). 

The  Hatch-Waxman  Act  provides  generally  that  "[i]t  shall  not  be  an  act  of  in- 
fringement to  make,  use,  or  sell  a  patented  invention  +  *  *  solely  for  uses  reason- 
ably related  to  the  development  and  submission  of  information  under  a  Federal  law 
which  regulates  the  manufacture,  use,  or  sale  of  drugs."  35  U.S.C.A.  §  271(e)(1).  In- 
clusion of  a  paragraph  IV  certification  in  an  ANDA,  however,  is  deemed  an  act  of 
infringement.  The  statue,  referring  to  an  ANDA  containing  a  paragraph  IV  certifi- 
cation, states:  "It  shall  be  an  act  of  infringement"  to  submit  an  application  under 
21  U.S.C.  §  355(j)  "for  a  drug  claimed  in  a  patent  *  *  *  if  the  purpose  of  such  sub- 
mission is  to  obtain  approval  *  *  *  to  engage  in  the  commercial  manufacture,  use, 
or  sale  of  [the]  drug  *  *  *  before  the  expiration  of  [the]  patent."  35  U.S.C.A. 
§  271(e)(2)(A). 

If  an  ANDA  contains  a  paragraph  I  or  a  paragraph  II  certification,  and  all  appli- 
cable scientific  and  regulatory  requirements  have  been  met,  FDA  approval  of  the 
ANDA  is  effective  immediately.  21  U.S.C.  §355(j)(4)  (A),  (B)(i).  If  the  ANDA  con- 
tains a  paragraph  III  certification,  and  all  applicable  scientific  and  regulatory  re- 
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quirements  have  been  met,  approval  is  effective  on  the  patent  expiration  date  stated 
in  the  certification.  21  U.S.C.  §355(j)(4)  (A),  (B)(ii). 

If  the  ANDA  contains  a  paragraph  IV  certification,  and  all  applicable  scientific 
and  regulatory  requirements  have  been  met,  approval  of  the  ANDA  "shall  be  made 
effective  immediately"  unless  the  patent  owner  brings  an  action  for  infringement 
under  35  U.S.C. A.  §271(e)(2XA)  within  forty-five  days  of  receiving  the  notice  re- 
quired by  21  U.S.C.  §355(j)(2)(B).  21  U.S.C.  §355(J)(4)(B)(iii).  The  Hatch-Waxman 
Act  further  provides  that,  when  a  patent  owner  brings  a  section  271(e)(2)(A)  in- 
fringement action,  the  FDA  must  suspend  approval  of  the  ANDA.  Id.  The  suspen- 
sion continues — and  the  FDA  cannot  approve  the  ANDA — until  the  earliest  of  three 
dates:  (i)  if  the  court  decides  that  the  patent  is  invalid  or  not  infringed,  the  date 
of  the  court's  decision;  (ii)  if  the  court  decides  that  the  patent  has  been  infringed, 
the  date  that  the  patent  expires;  or  (iii)  subject  to  mocfification  by  the  court,  the 
date  that  is  thirty  months  from  the  patent  owner's  receipt  of  notice  of  the  filing  of 
the  paragraph  IV  certification.  21  U.S.C.  §355(j)(4)(B)(iii)  (I)-(III);  35  U.S.C.A. 
271(e)(4)(A). 

Thus,  the  Hatch-Waxman  Act  strikes  a  balance  between  the  interests  of  a  party 
seeking  approval  of  an  ANDA  and  the  owner  of  a  drug  patent.  On  the  one  hand, 
the  manufacture,  use,  or  sale  of  a  patented  drug  is  not  an  act  of  infringement,  to 
the  extent  it  is  necessary  for  the  preparation  and  submission  of  an  ANDA.  On  the 
other  hand,  once  it  is  clear  that  a  party  seeking  approval  of  an  ANDA  wants  to  mar- 
ket a  patented  drug  prior  to  the  expiration  of  the  patent,  the  patent  owner  can  seek 
to  prevent  approval  of  the  ANDA  by  bringing  a  patent  infringement  suit.  While  it 
is  pending,  such  a  suit  can  have  the  effect  of  barring  ANDA  approval  for  two  and 
a  half  years. 

B.  The  URAA 

President  Clinton  signed  the  URAA  on  December  8,  1944,  implementing  the  par- 
ticipation of  the  United  States  in  the  General  Agreement  on  Tariffs  and  Trade.  Sec- 
tion 532(c)  of  the  URAA  is  the  provision  of  the  act  that  is  applicable  to  this  case. 
It  provides  as  follows:  (c)  Continuation. — ( 1)  Determination. — The  term  of  a  patent 
that  is  in  force  on  or  that  results  from  an  application  filed  before  the  date  that  is 
6  months  after  the  date  of  the  enactment  of  the  Uruguay  Round  Agreements  Act 
shall  be  the  greater  of  the  20-year  term  as  provided  in  subsection  (a),  or  17  years 
from  grant,  subject  to  any  terminal  disclaimers,  i 

(2)  Remedies. — The  remedies  of  sections  283,  284,  and  285  of  this  title  shall  not 
apply  to  Acts  which — (A)  were  commenced  or  for  which  substantial  investment  was 
made  before  the  date  that  is  6  months  aft,er  the  date  of  the  enactment  of  the  Uru- 
guay Round  Agreements  Act;  and  (B)  became  infringing  by  reason  of  paragraph  (1). 
(3)  Remuneration. — The  acts  referred  to  in  paragraph  (2)  may  be  continued  only 
upon  the  payment  of  an  equitable  remuneration  to  the  patentee  that  is  determined 
in  an  action  brought  under  chapter  28  and  chapter  29  (other  than  those  provisions 
excluded  by  paragraph  (2))  of  this  title.  35  U.S.C.A.  §  154(c).  Thus,  the  URAA  cre- 
ates a  limited  safe  harbor  for  persons  who  commenced  particular  acts,  or  made  sub- 
stantial investment  toward  commission  of  those  acts  before  June  8,  1995  (the  date 
six  months  after  the  URAA  was  enacted),  which  acts  became  infringing  because  of 
the  extension  of  the  patent  period  by  the  URAA.  Under  the  URAA's  safe  harbor  pro- 
vision, a  patent  owner  may  not  assert  the  traditional  remedies  of  35  U.S.C.  §§283, 
284,  and  285  (1988)  for  qualifying  acts  of  infringement  committed  during  the  period 
of  a  patent's  extension  (the  "Delta"  period).  See  35  U.S.C.A.  §  154(c)(2).  The  patent 
owner  is  entitled  to  an  equitable  remuneration,  however,  for  such  acts.  See  35 
U.S.C.A.  §  154(c)(3). 


A.  Royce's  ANDA 

As  noted  above,  the  '776  patent  claims  the  drug  captopril.  Captopril,  which  is 
commercially  marketed  under  the  trademark  "Capoten,"  is  used  to  treat  hyper- 
tension, heart  failure,  diabetic  nephropathy  (kidney  disease  resulting  from  diabetes), 
and  left  ventricular  dysfunction  following  myocardial  infarction.  When  it  was  first 
issued,  the  expiration  date  of  the  '776  patent  was  August  8,  1995.  The  URAA,  how- 
ever, extended  the  term  of  the  patent  to  February  13,  1996. 


1  Subject  (a)(2)  of  the  URAA  provides  that  the  term  of  a  patent  shall  be  for  a  term  beginning 
on  the  date  on  which  the  patent  issues  and  ending  20  years  from  the  date  on  which  the  applica- 
tion for  the  patent  was  filed  in  the  United  States  or,  if  the  application  contains  a  specific  ref- 
erence to  an  earlier  filed  application  or  applications  under  section  120,  121,  or  365(cX  of  *  *  * 
title  [35],  from  the  date  on  which  the  earliest  such  application  was  filed.  35  U.S.C.A.  §  154(a)(2) 
(West  Supp.  1995). 
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Royce  planned  to  begin  selling  a  generic  version  of  captopril  after  the  August  8, 
1995  expiration  date  of  the  '776  patent.  In  anticipation  of  this,  it  submitted  an 
ANDA  to  the  FDA  on  June  26,  1994.  In  its  ANDA,  Royce  included  a  paragraph  III 
certification  stating  that  the  '776  patent  would  expire  on  August  8,  1995.  After  the 
URAA  went  into  effect,  however,  the  FDA,  in  a  response  to  a  citizen  petition,  ruled 
that  paragraph  IV  certifications  should  be  submitted  for  all  generic  drugs  sought  to 
be  sold  after  the  original  patent  expiration  date  and  before  the  extended  expiration 
date  (i.e.,  during  the  Delta  period).  Royce  amended  its  ANDA  to  include  paragraph 
IV  certification. 

In  its  paragraph  IV  certification,  Royce  did  not  state  that  the  '776  patent  was  in- 
valid or  that  the  claims  of  the  patent  did  not  cover  Royce's  generic  captopril.  Rather, 
Royce  stated  that  by  manufacturing,  using,  or  selling  generic  captopril  during  the 
Delta  period,  it  would  not  infringe  the  '776  patent  because  it  would  be  operating 
under  the  safe  harbor  of  the  URi'U\,  meaning  the  provision  of  the  URAA  precluding 
the  remedies  of  35  U.S.C.  §§283-85.  Bristol-Myers  Squibb  Co.,  No.  95-1682-CIV- 
DAVIS,  slip  op.  at  5.  Upon  amending  its  ANDA  to  include  the  paragraph  IV  certifi- 
cation, Royce  gave  Bristol  the  notice  required  by  the  Hatch-Waxman  Act.  See  21 
U.S.C.  §355(j)(2)(B). 

B.  Proceedings  in  the  District  Court 

*  *  *  Bristol  *  *  *  charging  Royce  with  patent  infringement  under  35  U.S.C.A. 
§  271(e)(2)(A).  Bristol  alleged  that  Royce  had  infringed  the  '776  patent  by  submitting 
an  ANDA  seeking  FDA  approval  to  market  a  generic  version  of  captopril  before  the 
expiration  of  the  patent.  *  *  *  Bristol  asked  the  district  court  to  enter  an  order  pur- 
suant to  35  U.S.C.A.  §27 1(e)(4)(A)  that  the  effective  date  of  approval  of  Royce's 
ANDA  be  no  earlier  than  the  February  13,  1996  expiration  date  of  the  '776  patent. 
*  *  *  Royce  moved  for  an  order  dismissing  the  complaint  and  dissolving  the  statu- 
tory bar  against  FDA  approval  of  Royce's  i^DA.  Royce  also  asked  the  court  to  make 
its  ANDA  effective  immediately. 

In  addressing  Royce's  motion,  the  district  court  noted  that  infringement  under  35 
U.S.C.  §27 1(e)(2),  through  the  filing  of  a  paragraph  IV  certification,  is  a  "somewhat 
artificial"  form  of  infringement  created  by  the  Hatch-Waxman  Act.  Bristol-Myers 
Squibb  Co.,  No.  95-1682-CIV-DAVIS,  slip  op.  at  4.  Thus,  the  court  posited  that  the 
question  before  it  was  not  "whether  Royce's  application  to  use  the  drug  infringes  the 
patent,  but  rather  whether  its  manufactiu-e,  use,  [or]  sale  of  the  drug  infringes  the 
'776  patent."  Id.  at  6.  The  court  continued  by  stating  that  "if  the  paragraph  IV  cer- 
tification is  subsequently  found  by  the  district  court  to  be  correct  in  that  the  appli- 
cant's use  of  the  drug  after  FDA  approval  will  not  infringe  the  patent,  then  there 
is  no  longer  any  'artificial  infringement'  of  the  patent  and  the  patentee  has  no  ac- 
tionable claim  against  the  ANDA  applicant."  Id.  at  7.  The  court  concluded  that  Con- 
gress' objective  in  creating  section  271  "was  to  strike  a  'careful  balance  between  the 
policies  of  fostering  the  availability  of  generic  drugs  and  of  providing  sufficient  in- 
centives for  research  on  breakthrough  drugs.'"  Id.  at  9  (citing  Abbreviated  New 
Drug  Application  Regulations,  59  Fed.Reg.  50,338  (1994)).  The  court  then  stated: 
The  only  reading  of  the  URAA  and  the  Hatch-Waxman  Act  that  maintains  this  com- 
promise is  that  the  [URAA]  provides  the  patentees  an  extended  patent  term  in  ex- 
change for  allowing  the  new  drug  companies  to  use  the  patented  drug  in  an  other- 
wise infringing  manner  as  long  as  they  pay  equitable  remuneration  to  the  patentees 
for  the  commercial  use.  Under  this  reading  of  the  governing  statutes  and  treaties, 
Royce's  manufacture,  use,  or  sale  of  the  drug  within  the  "safe  harbor"  provision  of 
the  URAA  would  not  infringe  the  '776  patent.  Id.  at  10. 

Based  upon  this  reasoning,  the  court  determined  that  Royce's  "paragraph  IV  cer- 
tification stating  noninfingement  is  not  in  error  and  no  longer  constitutes  an  action- 
able infringement  under  section  271."  Id.  Accordingly,  the  court  ruled  that,  since 
"there  would  be  no  infringing  activity  by  Royce  after  FDA  approval,  "  there  was  no 
longer  any  need  to  prohibit  approval,  and  therefore  Bristol's  amended  complaint 
failed  to  state  a  claim  upon  which  relief  could  be  granted.  Id.  at  11. 

DISCUSSION 


*  *  *  The  issue  before  us  is  one  of  statutory  construction,  a  question  of  law  that 
we  review  de  novo.  Romero  v.  United  States,  38  F.3d  1204,  1207  (Fed  Cir.  1994). 

On  appeal,  Bristol  argues  that  the  district  court  erred  in  concluding  that  the  man- 
ufacture, use,  or  sale  of  Royce's  generic  version  of  captopril  before  February  13,  1996 
[on  the  twentieth  anniversary  from  filing],  would  not  infringe  the  '776  patent  be- 
cause of  the  safe  harbor  provision  of  the  URAA.  Bristol  contends  that  the  safe  har- 
bor provision  does  not  permit  infringement  by  Royce  during  the  Delta  period  and 
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that,  therefore,  as  mandated  by  the  Hatch-Waxman  Act,  the  effective  date  of  FDA 
approval  of  Royce's  ANDA  may  not  be  earlier  than  February  13,  1996.  For  its  part, 
Royce  responds  that  we  should  affirm,  because  the  district  court  correctly  deter- 
mined that  the  URAA  permits  the  manufacture,  use,  and  sale  of  generic  captopril 
during  the  Delta  period.  Accordingly,  Royce's  paragraph  IV  certification  to  the  effect 
that  such  conduct  would  not  be  infringing  during  the  Delta  period  was  correct.  Con- 
sequently, the  certification  did  not  amount  to  an  act  of  infringement  under  35 
U.S.C.A.  §  271(e)(2)(A)  so  as  to  entitle  Bristol  to  the  remedies  of  21  U.S.C. 
§355(j)(4)(B)(iii)  and  35  U.S.C.A.  §27 1(e)(4). 

We  agree  with  Bristol.  For  the  reasons  set  forth  below,  we  hold  that  the  safe  har- 
bor provision  of  the  URAA  does  not  permit  Royce  to  make,  use,  or  sell  generic 
captopril  during  the  Delta  period.  Thus,  the  statutory  bar  against  FDA  approval  of 
Royce's  ANDA  prior  to  February  13,  1996  remains  in  effect.  The  district  court  erred 
in  granting  Royce's  motion  to  dismiss  and  in  setting  aside  the  bar. 


We  begin  our  analysis  by  considering  what  the  result  would  be  if  Royce  had  filed 
its  paragraph  IV  certification  in  the  absence  of  the  safe  harbor  provision  of  the 
URAA.  "This  approach  brings  into  sharp  focus  the  question  of  whether,  as  the  dis- 
trict court  held,  the  safe  harbor  provision  allows  Royce  to  sell  its  generic  version 
of  captopril  during  the  Delta  period  and  therefore  makes  such  sale  noninfringing, 
thereby  barring  the  remedies  of  the  Hatch-Waxman  Act  that  normally  would  apply. 

As  seen  above,  the  Hatch-Waxman  Act  gives  a  drug  patent  owner  the  right  to 
bring  an  action  for  infringement  upon  the  filing  of  a  paragraph  IV  certification.  35 
U.S.C.A.  §  271(e)(2)(A).  In  that  action,  depending  upon  the  nature  of  the  certification 
that  has  been  filed,  the  district  court  determines  the  validity  of  the  patent  at  issue 
and/or  whether  the  drug  sought  to  be  marketed  infringes  the  claims  of  that  patent. 
"What  is  achieved  by  §  271(e)(2)  [is]  the  creation  of  a  highly  artificial  act  of  infringe- 
ment that  consists  of  submitting  an  ANDA  *  *  *  containing  a  [paragraph  IV]  cer- 
tification that  is  in  error  as  to  whether  commercial  manufacture,  use,  or  sale  of  the 
new  drug  (none  of  which,  of  course,  has  actually  occurred)  violates  the  relevant  pat- 
ent." Eli  Lilly  and  Co.  v.  Medtronic,  Inc.,  496  U.S.  661,  678,  110  S.Ct.  2683,  2692- 
93,  110  L.Ed.2d  605  (1990).  Thus,  section  271(e)(2)(A)  makes  it  possible  for  a  patent 
owner  to  have  the  court  determine  whether,  if  a  particvdar  drug  were  put  on  the 
market,  it  would  infringe  the  relevant  patent.  If  the  court  determines  that  the  pat- 
ent is  not  invalid  and  that  infringement  would  occur,  and  that  therefore  the  ANDA 
applicant's  paragraph  IV  certification  is  incorrect,  the  patent  owner  is  entitled  to  an 
order  that  FDA  approval  of  the  ANDA  containing  the  paragraph  IV  certification  not 
be  effective  until  the  patent  expires.  See  21  U.S.C.  §355(j)(4)(B)(iii)(II);  35  U.S.C.A. 
§  271(e)(4)(A).  In  addition,  the  act  suspends  FDA  approval  while  the  infringement 
suit  is  pending.  See  21  U.S.C.  §355(j)(4)(B)(iii). 

In  this  case,  it  is  undisputed  that  the  URAA  extended  the  term  of  the  '776  patent 
to  February  13,  1996.  It  also  is  clear  that,  by  amending  its  ANDA  to  include  a  para- 
graph IV  certification,  Royce  committed  an  act  of  infringement  under  the  Hatch- 
Waxman  Act  because  it  sought  "to  obtain  approval  *  *  *  to  engage  in  the  commer- 
cial manufacture,  use,  or  sale  of  a  drug  *  *  *  claimed  in  a  patent  *  *  *  before  the 
expiration  of  such  patent."  35  U.S.C.A.  §27 1(e)(2)(A).  Finally,  it  is  undisputed  that 
in  its  paragraph  IV  certification  Royce  did  not  allege  either  that  the  '776  patent  was 
invalid  or  that  its  generic  captopril  was  not  covered  by  the  claims  of  the  patent.  See 
21  U.S.C.  §355(j)(2)(A)(vii)(IV). 

Plainly,  on  these  facts,  there  can  be  no  question  that  if  the  district  court  had  not 
had  before  it  the  safe  harbor  provision  of  the  URAA,  it  would  have  been  compelled 
to  deny  Royce's  motion.  Since  Royce  did  not  challenge  the  validity  of  the  '776  patent 
and  did  not  contend  that  its  generic  version  of  captopril  was  not  covered  by  the 
claims  of  the  patent,  it  is  clear  that  if  it  marketed  its  product  before  February  13, 
1996,  it  would  be  an  infringer.  Thus,  its  paragraph  IV  certification  asserting  non- 
infringement during  the  Delta  period  would  have  been  incorrect.  Under  these  cir- 
cumstances, the  district  court  would  have  had  no  alternative  but  to  grant  Bristol 
the  relief  it  sought:  an  order  that  the  effective  date  of  any  FDA  approval  of  Royce's 
ANDA  not  be  earlier  than  February  13,  1996.  We  turn  now  to  the  question  of 
whether  the  URAA  changes  this  outcome. 

As  noted  above,  Royce  contends  that  distribution  of  its  generic  version  of  captopril 
during  the  Delta  period  would  not  constitute  infringement  of  the  '776  patent.  It 
bases  this  contention  on  the  same  reasoning  that  the  district  court  used:  the  URAA 
authorizes  the  sale  of  products  that  are  covered  by  the  claims  of  a  valid  patent. 
Royce  argues  that  such  an  "authorized"  sale  cannot  constitute  infringement.  Put  an- 
other way,  Royce  claims  that  when  the  URAA  says  that  particular  conduct  "may 
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continue,"  it  means  that  the  conduct  is  not  infringement.  Consequently,  Royce  as- 
serts, its  paragraph  IV  certification  was  correct.  Therefore,  the  Hatch-Waxman  Act 
does  not  bar  approval  of  its  ANDA.  We  reject  this  reasoning  because  it  is  not  sup- 
ported by  the  language  of  the  statute. 

The  pertinent  portion  of  the  URAA  reads  as  follows: 

(2)  Remedies. — The  remedies  of  sections  283,  284,  and  285  of  this  title  shall  not 
apply  to  Acts  which — (A)  were  commenced  or  for  which  substantial  investment  was 
made  before  the  date  that  is  six  months  after  the  date  of  the  enactment  of  the  Uru- 
guay Round  Agreements  Act;  and  (B)  became  infringing  by  reason  of  [the  extension 
of  the  term  of  the  patent].  (3)  Remuneration. — The  acts  referred  to  in  paragraph  (2) 
may  be  continued  only  upon  the  pajonent  of  an  equitable  remuneration  to  the  pat- 
entee that  is  determined  in  an  action  brought  under  chapter  28  and  chapter  29 
(other  than  those  provisions  excluded  by  paragraph  (2))  of  this  title.  35  tJ.S.C.A. 
§  154(c). 

Contrary  to  Royce's  argument  and  the  holding  of  the  district  court,  we  do  not  be- 
lieve that  the  URAA  makes  infringing  conduct  non-infringing  during  the  Delta  pe- 
riod. It  merely  provides  that  infringing  conduct  will  not  give  rise  to  the  entire  pano- 
ply of  traditional  statutory  remedies  for  patent  infringement.  Such  conduct  will  give 
rise  only  to  the  limited  remedy  of  equitable  remuneration.  For  us,  what  compels  the 
conclusion  that  the  URAA  does  not  absolve  infringing  conduct  from  being  denomi- 
nated "infringement"  during  the  Delta  period  is  the  statutory  scheme  that  the 
URAA  establishes. 

By  its  terms,  the  URAA  applies  to  "Acts  which  *  *  *  became  infringing"  because 
of  the  extension  of  the  patent  term.  The  statute  then  provides  that  those  acts,  i.e., 
acts  that  became  infringing,  do  not  give  rise  to  the  remedies  of  35  U.S.C.  §§283, 
284,  and  285.  Such  acts  may  be  continued  upon  the  payment  of  equitable  remunera- 
tion in  an  amount  determined  in  an  action  brought  under  chapter  28  or  chapter  29 
of  title  35.  Chapters  28  and  29  authorize  and  govern  the  bringing  of  actions  for  in- 
fringement. Thus,  the  design  of  the  URAA  is  to  provide  for  a  patent  term  extension 
that  renders  covered  conduct  infringing,  but  then  to  provide  a  limited  remedy  for 
that  kind  of  infringement,  through  an  action  for  relief  for  infringement  in  the  form 
of  equitable  remuneration.  The  statutory  scheme  does  not  say,  as  Royce  argues  and 
as  the  district  court  held,  "If  normally  you  would  infringe,  you  do  not  infringe  dur- 
ing the  Delta  period."  Rather,  it  says,  "If  normally  you  woiild  infringe,  you  also  in- 
fringe during  the  Delta  period.  The  difference  is  that,  for  infringement  during  the 
Delta  period,  you  are  not  subject  to  the  traditional  remedies  for  patent  infringement. 
Instead,  you  pay  the  patent  owner  an  equitable  remuneration."  We  are  unable  to 
escape  the  conclusion  that  if  Congress  had  intended  the  result  urged  by  Royce — hav- 
ing the  URAA  convert  infringing  conduct  into  non-infringing  conduct  during  the 
Delta  period — it  would  not  have  established  the  statutory  scheme  just  described, 
which  points  in  a  different  direction.  See  United  States  v.  International  Business 
Machs.  Corp.,  892  F.2d  1006,  1009  (Fed.Cir.  1989)  ("Had  Congress  intended  to  make 
the  exemptions  permanent,  it  knew  how:  it  could  and  we  believe  would  have  used 
words  of  futurity."). 

The  URAA  makes  no  mention  of  the  provisions  of  the  Hatch-Waxman  Act.  Yet, 
as  the  Supreme  Court  stated  in  Eli  Lilly  and  Co.  v.  Medtronic,  Inc.,  the  Hatch-Wax- 
man Act  created  "an  important  new  mechanism  designed  to  guard  against  infringe- 
ment of  patents  relating  to  pioneer  drugs,"  with  enforcement  provisions  that  "apply 
only  to  drugs  and  not  to  other  products."  496  U.S.  at  676-77,  110  S.Ct.  at  2691- 
92.  The  Act's  "mechanism"  includes  provisions  (i)  stating  that  the  submission  of  a 
paragraph  IV  certification  is  "an  act  of  infringement,"  35  U.S.C.A  §  271(e)(2)(A),  and 
(ii)  setting  forth  the  remedies  that  are  available  when  a  patent  owner  brings  an  ac- 
tion based  upon  such  "an  act  of  infringement."  See  21  U.S.C.  §355(j)(4)(B)(ii),  35 
U.S.C.A.  §  271(e)(4).  We  presume  "that  Congress  is  knowledgeable  about  existing 
law  pertinent  to  legislation  it  enacts."  VE  Holding  Corp.  v.  Johnson  Gas  Appliance 
Co.,  917  F.2d  1574,  1581  (Fed.Cir.  1990),  cert,  denied,  499  U.S.  922,  111  S.Ct.  1315, 
113  L.Ed.2d  248  (1991).  We  believe  that  if  Congress  had  intended  that  the  URAA 
affect  the  Hatch-Waxman  Act's  finely  crafted  ANDA  approval  process  in  the  manner 
urged  by  Royce,  at  the  very  least  it  would  have  referred  to  21  U.S.C.  §355(j)  and 
35  U.S.C.A.  §  271(e)  in  the  URAA.  See  United  States  v.  International  Business 
Machs.  Corp.,  892  F.2d  at  1009. 

******* 

[T]he  URAA  does  not  convert  Royce's  sale  of  generic  captopril  during  the  Delta 
period  into  a  non-infringing  activity.  Thus,  Royce's  paragraph  IV  certification  to  the 
contrary  is  incorrect.  This  means  that  Bristol  is  entitled  to  the  Hatch-Waxman  Act 
remedy  that  is  "triggered"  by  the  filing  of  an  incorrect  paragraph  IV  certification. 
That  remedy  is  an  order  from  the  district  court  that  the  effective  date  of  any  ap- 
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proval  of  Royce's  ANDA  be  not  earlier  than  February  13,  1996,  the  expiration  date 
of  the  776  patent.  See  35  U.S.C.A.  §  271(e)(4)(A).  That  is  precisely  the  remedy  that 
Bristol  sought  in  the  district  court.  For  this  reason,  the  district  court  should  not 
have  dismissed  Bristol's  suit  and  should  not  have  set  aside  the  statutory  bar  against 
FDA  approval  of  Royce's  ANDA. 

Prepared  Statement  of  Ambassador  Clayton  K.  Yeutter  ^ 

PATENT  protection  SPURS  AMERICAN  CREATIVITY  AND  INVENTION 

America's  support  for  creativity  and  ingenuity  is  the  core  of  our  global  economic 
leadership.  The  information  superhighway  started  here.  American  science  and  tech- 
nology are  leading  the  world  into  the  next  millennium.  Our  colleges  and  univer- 
sities, businesses,  and  laboratories  are  blazing  new  trails  in  basic  research  and  its 
applications  to  real  world  needs.  Why  does  America  lead  the  world  in  scientific, 
medical,  and  technological  innovation?  The  answer  is  clear.  We  encourage  competi- 
tion among  ideas,  and  we  reward  entrepreneurs  and  entepreneurial  companies 
which  succeed  in  translating  those  ideas  into  new  commercial  products. 

Without  the  powerful  incentive  of  reward  in  the  marketplace,  discovery  and  devel- 
opment of  new  products  and  services  would  wither.  Therefore,  the  U.S.  Constitution 
awards  American  inventors  and  entrepreneurs  exclusive  patent  ri^ts  to  exploit  new 
technological  breakthroughs  and  inventions  for  a  defined  term.  The  Founding  Fa- 
thers understood  that  patents  would  serve  as  an  economic  incentive  for  future  gen- 
erations of  American  inventors  to  explore  the  boundaries  of  technology  and  human 
knowledge. 

Today,  the  market  for  new  products  and  technology  extends  far  beyond  our 
shores.  It  has  expanded  into  every  comer  of  the  globe.  But  if  American  firms  are 
to  take  advantage  of  newfound  global  demand  for  their  products,  they  must  rely  on 
foreign  governments  to  protect  their  valuable  intellectual  property  rights.  Often,  for- 
eign governments  fall  short,  leaving  U.S.  owners  of  intellectual  property  defenseless 
against  piracy.  In  these  situations,  the  fruits  of  American  innovation  are  lost,  since 
it  is  a  simple  matter  to  copy  most  artistic  works  or  technological  advances  in  coun- 
tries like  India,  Russia,  or  China. 

In  response  to  pleas  from  American  companies,  artists,  and  inventors  for  action 
to  address  proliferating  global  piracy,  the  United  States  a  decade  ago  forced  intellec- 
tual property  rights  onto  the  Uruguay  Round  agenda.  But  for  our  unremitting  pres- 
sure, the  more  than  one  hundred  countries  who  participated  in  the  Round  would 
not  have  negotiated  stronger  rules  and  disciplines.  It  was  the  United  States  which 
understood,  more  than  anyone,  that  uniform  protection  of  intellectual  property 
rights  around  the  world  would  promote  the  expansion  of  international  trade,  global 
economic  growth,  and  job  creation.  In  Punta  del  Este,  many  of  our  trading  partners 
wanted  to  omit  intellectual  property  issues  from  the  Uruguay  Round  agenda  and 
leave  the  task  to  an  already  existing  organization,  WIPO,  which  had  no  enforcement 
powers.  And  until  the  final  stages  of  the  negotiations,  many  of  our  trading  partners 
wanted  weak  or  non-existent  global  intellectual  property  standards,  generous  ex- 
emptions for  developing  countries,  or  the  indefinite  postponement  of  multilateral 
rules  so  that  their  local  pirates  could  continue  copjdng  American  pharmaceuticals, 
films,  sound  recordings,  soft;ware,  and  books.  Fortunately,  the  outcome  was  a  dis- 
appointment for  the  "purveyors  of  piracy." 

The  Uruguay  Round  Agreement  entered  into  force  just  over  a  year  ago.  The 
Trade-Related  Intellectual  Property  Rights  (TRIPS)  portion  thereof  sets  minimum 
global  standards  for  patents,  trademarks,  cop5Tights,  semiconductor  designs  and 
trade  secrets — standards  that  inevitably  will  benefit  U.S.  industries.  If  all  goes  well, 
American  companies  and  innovators  should  be  on  the  threshold  of  reaping  substan- 
tial benefits  from  the  licensing  and  sales  of  intellectual  property.  Hopefully,  they 
will  soon  enjoy  the  fruits  of  a  decade  of  immense  effort  to  persuade  all  major  trading 
nations  to  the  importance  of  extending  GATT  disciplines  to  intellectual  property 
rights. 

AMERICA  MUST  TAKE  THE  LEAD  ON  TRIPS  IMPLEMENTATION 

These  benefits,  however,  are  far  from  assured.  As  the  price  for  obtaining  new  min- 
imum IPR  standards,  U.S.  negotiators  agreed  to  an  extremely  generous  transition 
period — to  2006  in  some  cases — for  developing  countries  to  bring  their  laws  into  con- 
formity with  TRIPS  obligations.  Consequently,  while  the  U.S.  and  other  developed 
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countries  are  already  implementing  TRIPS,  developing  countries  may  continue  oper- 
ating under  their  existing  laws  for  up  to  another  decade.  These  laws,  needless  to 
say,  often  show  scant  respect  for  U.S.  intellectual  property  rights.  And  where  the 
laws  themselves  are  satisfactory,  enforcement  often  leaves  much  to  be  desired. 

Thus,  the  contentious  struggle  over  IPR  will  continue  for  many  years.  To  reduce 
its  massive  IPR  losses,  the  United  States  must  apply  relentless  pressure  bilaterally 
and  multilaterally  to  countries  that  are  lackadaisical  in  intellectual  property  protec- 
tion. These  countries  must  be  strongly  encouraged  to  adopt  adequate  and  effective 
standards,  include  protection  for  pharmaceutical  and  agricultural  chemical  patents 
in  their  IPR  regimes,  and  enforce  their  standards  with  vigor.  Otherwise,  IPR  piracy 
will  continue  to  erode  the  competitiveness  of  U.S.  industries  that  are  at  the  forefront 
of  global  technological  innovation  and  creativity. 

For  this  reason,  in  the  Uruguay  Round  Agreements  Act  (URAA),  Congress  di- 
rected USTR  to  aggressively  pursue  foreign  IPR  piracy  under  Section  301  and  Spe- 
cial 301.  The  Senate  Finance  Committee  stated: 

The  Committee  further  believes  that  these  amendments  will  maintain  the  effec- 
tiveness of  special  301  by  clarifying  how  the  entry  into  force  of  the  TRIPs  Agree- 
ment will  affect  the  operation  of  special  301.  The  Committee's  expectation  is  that  the 
Administration  will  continue  to  work  bilaterally  for  upgraded  intellectual  property 
protection  under  special  301,  notwithstanding  the  fact  that  the  TRIPs  Agreement  al- 
lows developing  countries  a  long  transition  period  after  entry  into  force  of  the  Agree- 
ment. In  this  regard,  the  Committee  notes  with  interest  that  the  Statement  of  Ad- 
ministrative Action  has  as  a  key  Administration  objective  to  seek  accelerted  imple- 
mentation of  the  TRIPS  Agreement,  (emphasis  added) 

If  Congress  enacts  the  Pryor  Amendment  or  similar  legislation,  it  would  seriously 
undercut  USTR's  ability  to  challenge  inadequate  and  ineffective  foreign  IPR  regimes 
under  Section  301.  By  adopting  a  liberal  interpretation  of  Article  70:4,  Congress 
would  lend  aid  and  comfort  to  foreign  governments  which  have  refused  to  grant  pat- 
ent protection  for  drugs  or  agrichemicals,  such  as  Hungary,  India,  and  Brazil.  For 
obvious  reasons,  these  governments  want  to  take  full  advantage  of  the  generous  5- 
11  year  TRIPS  transition  regime.  As  a  result,  any  U.S.  derogations  or  exceptions 
from  TRIPS  will  be  thrown  back  at  U.S.  trade  negotiators  whenever  under  Section 
301  they  challenge  the  failure  of  foreign  governments  to  respect  U.S.  patents,  copy- 
rights, and  trademarks. 

Second,  Article  70:4  itself  represents  a  potentially  gaping  loophole  in  TRIPS.  The 
President's  Advisory  Committee  on  Trade  Policy  and  Negotiations  (ACTPN)  said 
"The  ACTPN  urges  U.S.  negotiators  to  make  clear  that  reliance  by  any  WTO  mem- 
ber on  this  provision — ^Article  70(4) — to  render  moot  any  other  provision  of  the  Trips 
Agreement  will  be  considered  an  impairment  of  the  basic  intellectual  property  obli- 
gations under  the  agreement."  We  do  not  want  developing  countries,  (or  China  and 
Russia  for  that  matter)  when  they  accede  to  the  WTO,  to  be  able  to  claim  that  mod- 
est "investments"  by  local  pirates  in  future  infringing  acts,  e.g.,  purchasing  a  copy 
of  a  U.S.  video,  sound  recording,  or  software  program,  are  grandfathered  under 
TRIPS. 

THE  STRUGGLE  OVER  TRIPS  PROTECTION  AND  IPR  ENFORCEMENT  IS  ALREADY 

UNDERWAY 

Getting  the  developing  countries  to  implement  TRIPS  will  not  be  easy.  For  exam- 
ple. Ambassador  Carla  Hills  negotiated  a  major  IPR  agreement  with  China  in  1992, 
in  which  China  agreed  to  adopt  new  standards  for  patents,  trademarks,  and  copy- 
rights. These  Chinese  laws  are  now  on  the  books,  a  very  promising  development. 
But  in  1995,  Ambassador  Kantor  was  forced  to  launch  another  contentious  negotia- 
tion over  procedures  for  enforcing  the  IPR  standards.  The  new  laws  were  basically 
meaningless,  because  China  tolerated  widespread  piracy,  including  massive  pirate 
CD  factories  constructed  by  individuals  fleeing  from  enforcement  crackdowns  in  Tai- 
wan and  Hong  Kong.  The  new  agreement  set  up  an  array  of  strike  forces,  special 
enforcement  periods,  and  other  impressive  procedures.  Nevertheless,  today  there  is 
yet  another  dispute  over  whether  the  Chinese  are  complying  with  their  enforcement 
commitments.  Additional  Section  301  sanctions  may  be  necessary  if  the  Chinese 
government  is  to  be  persuaded  that  we  expect  our  trade  agreements  to  be  honored. 

As  a  leader  in  technology  and  entertainment  hardware,  one  would  expect  Japan 
to  be  supportive  of  strong  global  IPR  standards.  In  TRIPS,  Japan  agreed  to  extend 
cop3Tight  protection  to  pre- 1971  sound  recordings.  Now,  however,  Japan  (and  re- 
portedly Korea  as  well)  has  adopted  an  interpretation  of  TRIPS  Article  70:5  that 
would  deny  retroactive  protection  to  such  recordings,  which  consist  primarily  of 
American  popular  music  and  jazz.  Consequently,  just  a  few  weeks  ago,  USTR  an- 
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nounced  that  it  would  initiate  WTO  dispute  settlement  proceedings  to  challenge  Ja- 
pan's failure  to  implement  the  copyright  provisions  of  TRIPS. 

U.S.  negotiators  are  struggling  to  get  Argentina  to  implement  an  agreement  to  ac- 
cord full  patent  protection  to  pharmaceuticals.  This  is  the  latest  episode  in  our  long- 
standing and  ongoing  dispute  with  several  Latin  American  countries  over  denial  of 
patent  protection  for  pharmaceuticals  and  agrichemicals. 

Last  year,  USTR  placed  Japan  on  the  Special  301  Watch  List,  because  of  Japan's 
practice  of  narrowly  interpreting  patent  claims  to  allow  Japanese  firms  to  engineer 
around  leading  pioneer  patents.  This  practice  has  had  a  particularly  serious  impact 
on  American  semiconductor  and  biotechnology  innovations. 

These  problems  barely  touch  the  surface  of  an  ongoing  struggle.  It  is  obvious  that 
the  United  States  must  lead  on  TRIPS  implementation.  Far  from  exploiting  Article 
70:4,  U.S.  policy  should  be  to  narrowly  interpret  the  TRIPS  "grandfather,"  and  ag- 
gressively challenge  foreign  governments  under  Section  301  if  they  do  otherwise. 
When  America,  the  country  which  stands  to  benefit  most  from  TRIPS,  carves  out 
exceptions  to  our  multilateral  obligations,  we  send  the  wrong  signal  to  other  govern- 
ments, some  of  who  are  notoriously  unfriendly  to  patents.  U.S.  derogations  encour- 
age those  governments  to  go  slow  in  their  implementation  of  TRIPS,  or  to  carve  out 
similar  exceptions  since  they  have  political  constituencies  of  their  own  to  protect. 

GENERIC  DRUG  COMPANIES  ALREADY  BENEFIT  FROM  SPECIAL  TREATMENT 

More  than  10  years  ago  the  Congress  recognized  the  need  to  balance  the  interests 
and  rights  of  pioneer  drug  manufacturers  and  generic  drug  companies.  It  passed  the 
Hatch  Waxman  amendments  which  allowed  generic  drug  manufacturers  to  use  pat- 
ented drugs  to  gain  a  head  start  in  developing  generic  counterparts  without  com- 
pensating the  pioneer  manufacturer  (who  had  to  spend  hundreds  of  millions  of  dol- 
lars and  years  of  research  and  development  before  bringing  the  product  to  market). 

As  a  matter  of  policy,  Congress  said  that  consvuners  should  be  able  to  buy  a 
cheaper  generic  copy  as  soon  as  the  patent  on  the  pioneer  drug  expired.  To  allow 
generic  drug  companies  the  time — usually  two  or  three  years — to  develop,  test  and 
gain  regulatory  approval  of  these  copies.  Congress  allowed  generic  drug  companies 
to  use  the  pioneer  drugs  in  their  product  development  without  the  payment  of  royal- 
ties to  the  patent  holder.  The  Hatch-Waxman  compromise  provided  pioneer  drug 
manufactvu*ers  with  the  assurance  that  their  products  would  not  face  generic  com- 
petition for  the  full  term  of  the  patent  while  permitting  generic  drug  companies  ac- 
cess to  the  pioneer  drugs  while  they  were  still  under  patent.  No  other  industry  pro- 
ducing generic  copies  of  pioneer  products  enjoys  such  exceptional  treatment. 

There  is  no  reason  to  believe  that  when  it  approved  the  Uruguay  Round  imple- 
menting legislation.  Congress  intended  to  provide  advantages  to  generic  drug  com- 
panies beyond  those  already  conferred  by  Hatch  Waxman.  Instead,  in  the  Uruguay 
Round  Agreements  Act  (URAA),  Congress  adopted  a  policy  requiring  generic  phar- 
maceutical manufacturers  to  be  treated  just  like  any  other  U.S.  industry  when  they 
seek  to  take  advantage  of  the  TRIPS  transition  provisions. 

To  appreciate  the  advantage  gained  by  generic  drug  manufacturers  under  the 
Hatch  Waxman  amendments,  one  must  contemplate  the  huge  amounts  of  time  and 
money  which  go  into  the  development  of  a  new  drug.  In  1990,  the  average  cost  of 
bringing  a  new  drug  to  market  was  $350  million,  nearly  double  the  figure  of  1985. 
Today,  the  average  cost  is  well  over  $400  million.  Generic  drug  manufacturers,  on 
the  other  hand,  can  legally  take  advantage  of  the  work  done  by  pioneers,  so  they 
rarely  spend  even  a  million  dollars  to  bring  a  generic  copy  to  market  and  they  do 
so  without  incurring  any  risk. 

Pioneeer  drug  manufacturers  usually  must  wait  ten  to  twelve  years  from  the  date 
they  file  for  a  patent  on  a  new  drug  to  the  date  the  Food  and  Drug  Administration 
(FDA)  grants  the  regulatory  approval  necessary  to  make  the  drug  available  to  con- 
sumers. This  delay  shortens  the  effective  term  of  the  patent  and  reduces  the  time 
available  for  the  pioneer  manufacturer  to  recover  his  costs.  Thus,  effective  patent 
protection  is  vital.  These  companies  spend  fully  18  percent  of  their  sales  dollars  on 
research  and  development,  more  than  twice  the  percentage  of  the  next  highest  sec- 
tor— office/computers — and  almost  five  times  that  of  telecommunications.  Since 
1988,  spending  on  research  by  pioneer  drug  companies  has  overtaken  the  amount 
spent  on  research  by  the  National  Institutes  of  Health  (NIH).  Last  year  NIH  outlays 
for  research  came  to  $11.5  billion  while  the  pioneer  drug  manufacturers  spent  near- 
ly $15  billion. 

Drug  development  is  expensive  because  one  successful  pharmaceutical  product 
must  pay  for  the  hundreds  which  do  not  reach  the  market.  Without  the  patent  pro- 
tection needed  to  recover  the  costs  of  research  and  development,  pioneer  drug  com- 
panies could  not  stay  in  business.  We  would  lose  the  scientists  and  researchers  and 


230 

the  cutting  edge  jobs  which  have  kept  America  at  the  frontier  of  medical  discovery 
for  many  decades. 

Congress  held  numerous  hearings  on  the  Uruguay  Round  Agreement  and  pored 
over  every  detail  of  the  Administration's  implementing  legislation.  Because  of  Con- 
gressman Rohrabacher's  fierce  objections  to  the  20  year  patent  term,  these  TRIPS 
provisions  received  particular  Congressional  scrutiny.  So  it  is  hard  to  believe  that 
the  generic  drug  companies  who  are  now  seeking  a  "technical  fix"  were  asleep  at 
the  switch. 

In  this  century  there  has  been  truly  unbelievable  progress  in  conquering  diseases 
that  were  once  the  scourge  of  mankind.  But,  if  copying  and  selling  new  drugs  while 
they  are  still  protected  by  patent  becomes  the  norm,  rather  than  the  exception,  the 
IJ.S.  will  be  the  biggest  loser — by  far.  The  incentive  to  develop  new  drugs  and  medi- 
cal treatments  will  diminish,  depriving  us  not  only  of  the  benefits  of  new,  more  ef- 
fective therapies  but  also  the  fruits  of  creativity  and  inventiveness  which  are  Amer- 
ican hallmarks.  We  should  be  careful  not  to  make  changes,  in  legislation  or  in  nego- 
tiations, for  the  benefit  of  single  industries  that  would  tilt  us  in  that  direction  rath- 
er than  in  the  direction  of  increased  intellectual  property  protection. 

The  stakes  are  very  high.  They  involve  America's  credibility  in  the  new  World 
Trade  Organization  and  the  delicate  balance  between  pioneer  drug  manufacturers 
and  generic  drug  companies  in  laws  currently  in  force.  During  the  Uruguay  Round, 
American  negotiators  fought  tenaciously  for  the  TRIPS  text  and  to  limit  its  transi- 
tional provisions.  They  accepted  compromises  to  ensure  that  developing  countries 
eventually  would  have  to  strengthen  their  laws  on  intellectual  property  and  take 
more  vigorous  enforcement  actions  against  pirates.  We  cannot  afrord  to  undermine 
our  U.S.  negotiators  and  America's  credibility  with  its  major  trading  partners  in  Eu- 
rope and  Asia  on  these  issues,  which  are  vital  to  continued  U.S.  technological  and 
economic  leadership. 


Prepared  Statement  of  Ciba  Pharmaceuticals 

Ciba  Pharmaceuticals  appreciates  this  opportunity  to  submit  a  written  statement 
into  the  record  of  this  hearing  on  proposals  to  fix  the  "GATT  glitch."  As  a  leading 
manufactvu"er  of  both  innovative  prescription  therapies  and  generic  products,  Ciba 
has  a  distinctive  perspective  on  the  role  of  intellectual  property  in  the  pharma- 
ceutical industry. 

Ciba's  generic  subsidiary,  Geneva  Pharmaceuticals,  headquartered  in  Broomfield, 
Colorado,  is  that  State's  largest  drug  manufacturer,  producing  over  three  billion  tab- 
lets and  capsules  per  year  with  1995  sales  in  excess  of  $300  million.  Geneva  em- 
ploys some  800  workers  and  is  the  largest  employer  in  the  City  of  Broomfield. 

More  than  four  years  ago,  in  good  faith  reliance  on  existing  patent  law  and  in 
conformance  with  the  generic  drug  approval  (Hatch- Waxman)  provisions  of  the  Fed- 
eral Food,  Drug,  and  Cosmetic  Act,  Geneva  Pharmaceuticals  began  a  program  of 
substantial  investment  to  bring  to  market  generic  equivalents  of  a  number  of  impor- 
tant patented  drugs.  Our  total  investments  over  this  four-year  period  approach  $150 
million.  Close  to  40  percent  of  this  investment — $60  million — involves  products  af- 
fected by  the  "GATT  gUtch." 

The  specific  activities  have  include  marketing  studies,  research  and  development 
work  on  formulating  the  generic  equivalents,  bioequivalency  and  stability  studies, 
building  new  manufacturing  facilities  and  renovating  existing  facilities,  submitting 
applications  to  FDA  with  all  the  supporting  documentation,  and  in  some  cases  man- 
ufacturing, validating,  warehousing,  and  preparing  to  ship  products. 

On  December  8,  1994,  our  ability  to  provide  consumers  with  the  benefits  of  all 
this  effort  was  thrown  in  doubt.  The  fast-track  legislation  implementing  the  Uru- 
guay Round  amendments  to  the  GATT  world  trade  treaty  (Uruguay  Round  Agree- 
ments Act,  or  URAA)  significantly  lengthened  the  terms  of  existing  drug  patents. 
Although  Congress  enacted  transition  rules  for  the  protection  of  pre-GATT  invest- 
ments made  in  reliance  on  pre-GATT  patent  law,  it  omitted  to  harmonize  the  new 
patent  provisions  with  the  patent  and  drug  laws  that  govern  generic  drug  approvals. 
Congress'  drafting  error  has  disrupted  the  marketplace,  given  an  unintended  wind- 
fall to  a  very  few  companies,  burdened  Federal  and  State  health  care  programs  with 
increased  drug  costs,  and  is  denying  patients  timely  access  to  low  cost,  quality  ge- 
neric pharmaceuticals. 

Geneva  Pharmaceuticals  would  have  been  the  first  to  launch  generic  products  to 
compete  in  the  marketplace  with  several  of  the  "blockbuster"  products  that  unex- 
pectedly received  patent  term  extensions  under  the  URAA.  In  addition  to  the  ad- 
verse impact  on  consiuners,  including  the  State  and  Federal  governments,  out  in- 
ability to  launch  as  planned  has  paced  us  at  a  substantial  competitive  disadvantage. 
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allowing  later-starting  generic  companies  to  catch  up  to  us.  The  generics  business 
is  very  competitive  and  price  sensitive.  We  will  not  be  able  to  recover  the  lost  sales 
or  margins. 

Ciba  therefore  urges  Congress  to  enact  corrective  legislation  such  as  the  biparti- 
san S.  1277  as  promptly  as  possible,  before  the  damage  to  Government,  consumers, 
and  adversely  affected  business  mounts  even  higher. 

Our  basic  points  are  these: 

1.  Ciba  supports  strong  intellectual  property  laws  that  enable  innovative  compa- 
nies to  protect  and  sustain  new  technology  around  the  world. 

2.  Although  pharmaceutical  patents,  along  with  patents  in  every  other  industry, 
were  strengthened  by  the  GATT  treaty  and  its  implementing  legislation,  through  an 
oversight  on  the  part  of  the  103d  Congress  (the  "GATT  glitch")  existing  pre-GATT 
patents  in  this  industry  were  inadvertently  left  insulated  from  a  crucial  part  of  the 
transitional  provisions  authorized  by  the  Treaty  and  adopted  by  Congress. 

3.  The  result  has  been  not  only  unfairness  to  generic  drug  manufacturers  who 
made  substantial  investments  in  product  development  in  anticipation  of  market  in- 
troduction under  the  pre-GATT  rules,  but  also  costly  delay  to  Government,  to  health 
care  institutions,  and  to  consumers  of  health  care  in  gaining  timely  access  to  the 
benefits  of  long-awaited  generic  products. 

4.  Ciba  therefore  supports  prompt  enactment  of  S.  1277  to  prevent  further  injury 
caused  by  the  previous  Congress'  inadvertent  failure  to  take  into  account  the  inter- 
play between  the  GATT  transitional  provisions  and  the  technical  requirements  of 
the  Hatch- Waxman  Act. 

I.  STRONG  PROTECTION  OF  INTELLECTUAL  PROPERTY  IS  NEEDED  TO  SUSTAIN  R&D 

INVESTMENTS 

Ciba  Pharmaceuticals  strongly  relies  on  intellectual  property  rights  to  protect  and 
sustain  our  patented  products.  A  strong,  global  system  of  patent  protection  not  only 
benefits  our  company  and  industry  but  also  enhances  this  Nation's  competitive  posi- 
tion in  world  markets.  The  Uruguay  Round  of  the  General  Agreement  on  Tariffs  and 
Trade  (GATT)  represents  an  important  advance  in  the  worldwide  protection  of  pat- 
ents, trademarks  and  copyrights. 

Strong  protection  of  intellectual  rights  is  particularly  important  in  the  case  of 
pharmaceutical  companies,  because  it  protects  the  investments  necessary  to  discover 
and  develop  new  therapies.  It  takes  $359  million  and  12  years  on  average  to  dis- 
cover and  bring  a  new  drug  to  market.  Intellectual  property  protection  makes  it  pos- 
sible for  innovative  companies  to  make  these  large  research  and  development  invest- 
ments. For  these  reasons,  Ciba  is  a  strong  supporter  of  the  GATT  treaty  and  the 
implementing  legislation  that  was  signed  into  law  by  President  Clinton  in  Decem- 
ber, 1994  (the  URAA). 

The  new  law  strengthens  U.S.  patents,  in  harmony  with  international  norms,  by 
changing  the  duration  of  patent  protection  from  17  years  from  date  of  issuance  to 
20  years  from  date  of  filing.  It  also  creates  transition  rules,  intended  to  cushion  the 
impact  of  the  GATT  patent  law  changes  on  the  legitimate  expectations  of  competing 
manufacturers  who  had  made  substantial  investments  in  reliance  on  original  pre- 
GATT  patent  expiration  dates. 

On  the  one  hand,  the  transition  rules  grant  the  benefit  of  the  new  patent  term 
to  holders  of  existing  patents.  But,  so  as  not  unreasonably  to  penalize  competitors 
who  had  made  substantial  investments  in  product  development  in  anticipation  of 
market  introduction  under  the  pre-GATT  rules,  the  transition  rules  also  allow  such 
competitors  to  enter  the  market  on  the  original  pre-GATT  patent  expiration  date  by 
paying  "equitable  remuneration"  to  the  patent  holder.  Ciba  strongly  supports  both 
aspects  of  the  transition  rules — both  the  strengthening  of  existing  intellectual  prop- 
erty, and  the  protection  afforded  to  legitimate  investment-backed  expectations  of 
prospective  market  entrants. 

Ciba  Pharmaceuticals  also  supports  the  Hatch-Waxman  Act,  enacted  by  Congress 
in  1984  and  formally  known  as  the  Patent  Term  Restoration  and  Drug  Price  Com- 
petition Act.  Separate  and  apart  from  the  patent  laws,  the  Hatch-Waxman  Act  re- 
wards new  drug  development  by  granting  a  period  of  market  exclusivity  during 
which  FDA  cannot  approve  generic  products  on  the  basis  of  the  innovator's  work. 
In  addition,  the  term  of  drug  patents  is  lengthened  to  compensate  for  the  loss  of 
effective  patent  life  during  FDA's  New  Drug  Application  (NDA)  approval  process, 
the  FDA  is  prohibited  from  approving  generic  versions  of  patented  drugs  until  the 
relevant  patents  have  expired. 

The  Hatch-Waxman  Act  also  facilitates  the  introduction  of  generic  drug  products 
into  the  market,  by  establishing  an  Abbreviated  New  Drug  Application  (ANDA) 
process.  This  aspect  of  the  Hatch-Waxman  Act  has  made  the  generic  drug  industry 
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a  vital  component  of  the  Nation's  healthcare  system.  Through  its  Geneva  Pharma- 
ceuticals subsidiary,  Ciba  provides  consumers,  healthcare  institutions,  and  Govern- 
ment with  a  reliable  and  high-quality  supply  of  safe  and  effective  generic  drugs. 

II.  THE  EXCLUSION  OF  PHARMACEUTICALS  FROM  THE  GATT'S  TRANSITIONAL  PROVISIONS 
HAS  KEPT  COST-EFFECTIVE  GENERIC  PRODUCTS  OFF  THE  MARKET 

As  explained  above,  the  URAA  transition  rules  conferred  the  benefits  of  the  new 
patent  term  on  existing  patents,  while  permitting  limited  competition  during  the  ex- 
tended period  under  carefully  specified  circumstances.  The  transition  rules  pro- 
vide.as  expressly  permitted  by  the  GATT  treaty,  that  if  a  manufacturer  planning 
to  compete  after  patent  expiration  made  a  "substantial  investment"  in  its  products 
prior  to  the  effective  date  of  the  new  law  (June  8,  1995),  it  may  go  to  market  on 
the  original  pre-GATT  patent  expiration  date  by  paying  "equitable  remuneration"  to 
the  patent  holder.  To  implement  this  prong  of  the  transitional  scheme,  the  URAA 
provides  that  as  to  competing  manufacturers  meeting  the  twin  prerequisites  of  pre- 
GATT  "substantial  investment"  and  "equitable  remuneration,"  the  remedies  for  in- 
fringement available  to  patent  holders  generally  (injunctions,  damages  including 
royalties,  and  attorneys'  fees)  are  not  available  to  patent  holders  during  the  GATT- 
extended  patent  term. 

There  can  be  no  serious  dispute  that  Congress  intended  all  industries  to  be  sub- 
ject to  both  aspects  of  the  transition  rules — conforming  the  terms  of  existing  patents 
to  the  new  GATT  standard,  and  protecting  competitors  who  made  "substantial  in- 
vestment" pre-GATT  and  who  pay  "equitable  remuneration."  The  U.S.  District  Court 
for  the  Eastern  District  of  Virginia  has  referred  to  "the  apparent  even-handedness 
intended  by  the  URAA."  (Merck  &  Co.  v.  Kessler,  Civ.  No.  95-1005-A,  Oct.  16,  1995, 
p.  5.)  The  U.S.  Trade  Representative  who  negotiated  the  GATT,  and  who  was  re- 
sponsible for  drafting  the  implementing  legislation  submitted  to  Congress,  has  con- 
firmed that  the  transitional  provision  was  "written  neutrally  because  it  was  in- 
tended to  apply  to  all  types  of  patentable  subject  mater,  including  pharmaceutical 
products."  (Letter  from  U.S.  Trade  Rep.  Kantor  to  Senator  Chaffee,  September  25, 
1995,  p.  2.) 

The  language  actually  enacted  by  Congress,  however,  has  had  the  opposite  effect. 
What  Congress  overlooked  was  that  drug  patent  holders  have  an  additional  and  spe- 
cial protection  against  patent  infringement — the  Hatch-Waxman  Act  prohibition 
against  FDA  approval  of  generic  drug  products  until  the  relevant  patents  have  ex- 
pired. By  failing  to  make  a  parallel  amendment  to  the  drug  and  patent  laws  that 
would  allow  FDA  to  approve  generic  products  during  the  GATT-extended  patent 
term.  Congress  left  the  second  prong  of  the  transition  rules  meaningless  as  a  prac- 
tical matter  in  the  case  of  GATT-extended  drug  patents. 

As  FDA  describes  it,  "Congress  has — without  explanation  in  the  legislative  his- 
tory— applied  the  transitional  'grandfathering*  provision  to  every  patented  product 
except  drugs."  (Letter  from  Deputy  FDA  Comm'r  Schultz  to  counsel  for  Glaxo,  May 
25,  1995,  pp.  10-11,  emphasis  added).  In  other  words.  Congress  gave  drug  patent 
holders  the  benefit  of  one  prong  of  the  transition  rules,  while  failing  to  make  pos- 
sible the  limited  transition-period  competition  contemplated  by  the  second  prong. 

At  joint  hearings  on  implementation  of  the  URAA  held  by  the  Patent  and  Trade- 
mark Office  and  FDA  in  April  1995,  Ciba  Pharmaceuticals  testified  that  FDA  had 
the  authority  to  correct  this  unintended  exclusion  by  slightly  modifying  its  ANDA 
process.  On  May  25,  however,  FDA  ruled  that  it  was  powerless  to  do  so. 

FDA  recognized  that  the  statements  of  the  U.S.T.R.  "indicat[e]  that  the  language 
of  the  URAA  does  not  reflect  the  legislative  intent[,]"  and  that  there  is  nothing  in 
the  legislative  history  of  the  URAA  to  "indicate  that  Congress  understood  that  the 
URAA  would  both  grant  a  patent  term  extension  for  certain  pioneer  products  and 
block  FDA  from  approving  generic  versions  of  those  drugs  until  the  extended  patent 
terms  have  expired."  But  according  to  FDA,  the  literal  language  of  the  URAA  tran- 
sitional provision,  or  more  specifically  its  failure  to  make  a  conforming  change  in 
the  drug  and  patent  laws,  prevents  the  agency  from  implementing  Congress'  intent 
to  allow  qualifying  generic  competitors  onto  the  market  on  the  pre-GATT  date  of 
patent  expiry.  (Letter  from  Deputy  FDA  Comm'r  Schultz  to  counsel  for  Glaxo,  May 
25,  1995,  pp.  12-13,  15.) 

The  federal  courts  have  subsequently  ruled  in  patent  litigation  that  they  too  are 
powerless  to  rectify  or  disregard  Congress'  error.  DuPont  Merck  Pharmaceutical  Co. 
V.  Bristol-Myers  Squibb  Co.,  62  F.3d  1397  (Fed.  Cir.  1995);  Bristol-Myers  Squibb  Co. 
V.  Royce  Labs.,  Inc.,  69  F.3d  1130  (Fed.  Cir.  1995),  cert,  denied,  116  S.Ct.  754  (1996). 
The  Supreme  Court  has  refiised  to  review  the  issue.  Now  only  Congress  can  correct 
its  own  mistake,  and  fix  the  "GATT  glitch." 
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III.  ENACTMENT  OF  S.  1277  WOULD  REMEDY  THE  DISCRIMINATORY  AND  UNFAIR  TREAT- 
MENT OF  GENERIC  DRUG  MANUFACTURERS  THAT  HAS  RESULTED  FROM  CONGRESS' 
DRAFTING  ERROR,  AND  ENABLE  CONSUMERS  AND  GOVERNMENT  TO  ACHIEVE  GREAT 
SAVINGS,  WITHOUT  IMPAIRING  EITHER  THE  CAREFUL  BALANCE  STRUCK  BY  CONGRESS 
IN  THE  HATCH-WAXMAN  ACT  OR  OUR  ABILITY  TO  WORK  TOWARD  STRENGTHENED  PRO- 
TECTION FOR  INTELLECTUAL  PROPERTY  AROUND  THE  WORLD 

As  explained  above,  the  "GATT  glitch"  is  simply  the  product  of  an  error  of  legisla- 
tive draftsmanship  in  dealing  with  a  complex  area  of  overlap  between  the  drug  laws 
and  the  patent  laws.  This  is  acknowledged  by  FDA,  acknowledged  by  the  U.S.  Trade 
Representative  who  negotiated  the  GATT  Treaty  and  drafted  the  URAA,  and  ac- 
knowledged by  Senators  themselves,  including  the  chairman  or  ranking  minority 
member  of  each  of  the  three  Senate  Committees  that  favorably  reported  the  URAA 
for  enactment. 

FDA,  while  deeming  itself  bound  by  the  literal  language  enacted  by  Congress, 
could  find  "nothing"  in  the  legislative  history  of  the  URAA — "neither  hearings  nor 
a  single  word  of  debate  *  *  *  [n]or  *  *  *  the  committee  reports" — to  "indicate  that 
Congress  understood  that  the  URAA  would  both  grant  a  patent  term  extension  for 
certain  pioneer  products  and  block  FDA  from  approving  generic  versions  of  those 
drugs  until  the  extended  patent  terms  have  expired."  (Letter  from  Deputy  FDA 
Comm'r  Schultz  to  counsel  for  Glaxo,  May  25,  1995,  p.  15.) 

The  U.S.  Trade  Representative,  who  had  primary  responsibility  for  drafting  the 
bill,  states  that  in  the  URAA  transition  rules,  "we  intended  to  apply  this  'grand- 
father' provision  to  the  pharmaceutical  area"  (Letter  from  U.S.  Trade  Rep.  Kantor 
to  Senator  Pryor,  Sept.  18,  1995,  p.  1),  and  that  "conforming  amendments  should 
have  been  made  to  the  Federal  Food  Drug  and  Cosmetic  Act  and  Section  271  of  the 
Patent  Act,  but  were  inadvertently  overlooked"  (Letter  from  U.S.  Trade  Rep.  Kantor 
to  Senator  Chafee,  Sept.  25,  1995,  p.  2). 

Senator  Roth,  the  ranking  minority  member  of  the  Senate  Governmental  Affairs 
Committee  that  favorably  reported  the  URAA  bill,  as  well  as  a  member  and  now 
the  Chairman  of  the  Senate  Finance  Committee,  states  that  "it  was  evident  to  me 
and  many  others  that  Congress  made  an  oversight  in  the  legislation  implementing 
the  Uruguay  Round  Agreement  of  GATT  ('GATT  Agreement').  This  oversight  re- 
sulted in  the  inadvertent  exclusion  of  the  pharmaceutical  industry  from  rules  that 
apply  to  every  other  patent-based  industry  in  the  United  States."  (Letter  from  Sen- 
ator Chafee  to  the  President  of  Zeneca  Pharmaceuticals,  January  25,  1996,  p.  1.) 

Senator  Leahy,  the  Chairman  of  the  Senate  Agriculture  Committee  that  favorably 
reported  the  URAA  bill,  states  that  "[ojmissions  and  errors  are  more  likely  to  hap- 
pen when  large,  complex  bills  are  taken  up  under  limited  time  constraints.  Such  is 
the  case  with  GATT,  which  was  considered  under  fast  track  procedure  and  was 
rushed  through  Congress.  *  *  *  [CJonforming  language  to  the  Federal  Food,  Drug, 
and  Cosmetic  Act  was  inadvertently  omitted,  *  *  *  [a]  Congressional  oversight." 
(141  Cong.  Rec.  S18206-07  (daily  ed.  December  7,  1995).) 

Senator  Chafee,  a  member  of  the  Senate  Finance  Committee  that  favorably  re- 
ported the  URAA  bill,  states  that  "Congress  made  an  error.  *  *  *  We  failed  to  con- 
sider a  conforming  amendment  to  the  patent  provisions  of  the  Food,  Drug  and  Cos- 
metic Act,  *  *  *.  [The  conforming  amendment]  seeks  to  close  a  loophole  which  was 
unintentionally  created.  We  made  a  mistake  and  now  we  are  trjdng  to  correct  it." 
(141  Cong.  Rec.  S18200  (daily  ed.  December  7,  1995).) 

Senator  Cohen  states  that  the  failure  to  make  the  necessary  conforming  amend- 
ments was  "an  oversight,  *  *  *  unintentionaU,]  *  *  *  [a]  technical  mistake[,]  *  *  * 
umntended[,]  *  *  *  [a]  rather  technical  error  *  *  *."  (141  Cong.  Rec.  S18207  (daily 
ed.  December  7,  1995).) 

Senator  Specter  states  that  the  failure  to  make  the  necessary  change  was  "appar- 
ently an  unintended  omission."  (141  Cong.  Rec.  S18207  (daily  ed.  December  7, 
1995).) 

Senator  Pryor,  a  member  of  not  one  but  two  of  the  Committees  that  favorably  re- 
ported the  URAA  bill  (Agriculture,  and  Governmental  Affairs),  states  that  "[w]e 
pretty  well  have  the  facts.  Those  facts  are  that  the  Congress  made  a  mistake.  We 
created  an  error  ******  [T]he  courts  interpreted  literally  our  mistake  as  being 
the  intent  of  Congress,  *  *  *  an  error,  *  *  *  a  mistake  that  we  made,  *  *  *.  [W]e 
made  a  mistake,  which  we  did  and  we  all  agree  that  we  did,  *  *  *  an  inadvertent 
million-dollar  loophole  ******  Congress  made  a  mistake  *  *  *.  We  have  made 
a  mistake."  (141  Cong.  Rec.  S18200,  S18201,  S18220,  S18221,  S18222  (daily  ed.  De- 
cember 7,  1995).) 

Senator  Bryan  states  that  "the  prescription  drug  industry  was  accidently  excluded 
from  the  generic  competition  provision  *  *  *  [because  ofl  an  unintended  mistake 
*  *  *."  (141  Cong.  Rec.  S18203  (daily  ed.  December  7,  1995).) 
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Congress'  inadvertent  error  has  been  a  costly  one  for  consvuners,  for  healthcare 
institutions  that  purchase  prescription  drugs,  and  for  Governments  both  State  and 
Federal.  The  unexpected  delay  in  making  generic  alternatives  available  to  patients 
whose  health  depends  on  the  drugs  at  issue,  including  such  widely  used  drugs  as 
Zantac  (ranitidine)  and  Capoten  (captopril),  may  be  costing  as  much  as  $5  million 
a  day.  If  the  mistake  is  not  corrected  by  Congress,  the  total  increase  in  the  Nation's 
healthcare  costs  may  reach  $2.5  billion.  The  estimated  cost  to  our  senior  citizens 
alone  may  be  as  much  as  $685  million,  and  $264  million  to  State  Medicaid  pro- 
grams. (Report  by  Don  Muse,  Ph.D.,  Don  Muse  &  Associates,  December  6,  1995.  The 
conclusions  in  the  Report  are  consistent  with  the  findings  prepared  by  the  Congres- 
sional Budget  Office  (CBO).) 

The  bipartisan  Brown-Pryor-Chafee  bill,  S.  1277,  would  correct  Congress'  inad- 
vertent error.  The  bill  is  narrow  in  scope,  and  precisely  focused  in  its  effect.  It  would 
harmonize  the  drug  and  patent  laws  with  the  transition  rules  adopted  by  Congress 
in  the  URAA,  by  making  possible  in  this  closely  regulated  industry  the  limited  com- 
petition that  the  GATT  Treaty  authorizes  and  that  the  URAA  was  intended  to  per- 
mit. 

With  respect  solely  to  existing  drug  patents  that  have  been  extended  by  the 
URAA,  and  solely  where  the  generic  manufacturer  made  "substantial  investment" 
prior  to  the  URAA  effective  date  of  June  8,  1995,  the  bill  would  authorize  FDA  to 
approve  generic  drugs  during  the  extension  period,  so  that  these  products  can  be 
brought  to  market  as  planned,  subject  to  payment  of  "equitable  remuneration"  to 
the  patent  holder.  The  bill  thus  does  no  more  than  end  the  inadvertent  exclusion 
of  the  pharmaceutical  industry,  along  among  America's  patent-based  industries, 
from  this  prong  of  the  universally  applicable  transition  rules  enacted  by  Congress 
as  part  of  the  URAA. 

The  sole  beneficiaries  of  Congress'  mistake  are  the  handful  of  manufacturers 
whose  drugs  received  extensions  of  existing  patents  under  the  URAA  transition 
rules,  while  inadvertently  remaining  shielded  from  the  limited  competition  that 
Congress  intended  to  accompany  the  new  extensions.  Desperately  grasping  for  ex- 
cuses to  hold  onto  their  unintended  windfall  at  the  public's  expense,  these  compa- 
nies seek  to  confuse  the  issue  with  a  smokescreen  of  arguments  in  hopes  of  at  least 
delaying  corrective  action.  Not  one  of  their  objections  can  withstand  scrutiny. 

Opponents  of  S.  1277  claim  that  the  bill  would  chill  future  research  and  develop- 
ment in  the  pharmaceutical  industry  by  reducing  R&D  incentives.  Not  so.  As  Sen- 
ator Roth  has  succinctly  stated, 

"Any  such  impact  is  highly  unlikely  because:  (1)  the  [bill]  only  affects  a  relatively 
small  number  of  existing  patents  extended  as  a  result  of  the  GATT  Agreement,  not 
patented  drugs  developed  in  the  future;  (2)  pharmaceutical  patent  holders  originally 
calculated  their  profit  margin — including  recovery  of  their  R&D  and  other  costs — 
in  anticipation  of  their  patents  expiring  17  years  after  the  date  the  patent  was 
granted,  rather  than  under  the  GATT  Agreement's  new  20-year  term;  and  (3)  ge- 
neric producers  must  pay  patent  holders  an  equitable  fee  for  use  of  the  patent  dur- 
ing the  period  in  which  the  patent  is  extended." 

(Letter  from  Senator  Roth  to  the  President  of  Zeneca  Pharmaceuticals,  January  25, 
1966,  pp.  1-2.) 

•  Opponents  claim  that  extending  the  URAA  transition  rules  in  their  entirety  to 
the  pharmaceutical  industry  would  undermine  America's  trade  position  by  weaken- 
ing the  protections  for  intellectual  property  secured  by  the  GATT  Treaty  and  en- 
couraging our  trading  partners  to  do  likewise.  Not  so.  As  the  U.S.  Trade  Represent- 
ative has  confirmed, 

"Article  70.4  [of  the  Trips  Agreement,  the  GATT  Treaty  provision  on  intellectual 
property]  provides  that  to  the  extent  that  certain  activities  become  infringing  be- 
cause of  the  higher  levels  of  protection  required  by  TRIPs,  WTO  Members  may  allow 
a  person  to  engage  in  such  infringing  acts  as  long  as  they  pay  equitable  remunera- 
tion to  the  right  holder.  This  provision  was  intended  to  permit  WTO  Members  to 
treat  equitably  those  persons  who  in  good  faith  used  or  made  a  significant  invest- 
ment in  connection  with  the  use  of  the  intellectual  property  right  in  a  way  that 
would  be  prohibited  after  a  TRIPs-consistent  level  of  protection  applied.  *  *  *  Our 
creation  of  the  'transition  period'  in  [Section]  154(c)  of  the  Patent  Act  is  consistent 
with  our  obligations  under  the  TRIPs  agreement.  The  extension  of  this  transition 
period  to  pharmaceutical  products  would  also  be  consistent  with  these  obligations 
and  with  the  intent  of  the  U.S.  negotiators  involved  in  granting  the  TRIPs  Agree- 
ment. Finally,  the  extension  of  the  Section  154(c)  to  pharmaceutical  products  would 
not  undermine  ongoing  U.S.  efforts  to  seek  high  levels  of  intellectual  property  pro- 
tection around  the  world."  (Letter  from  U.S.  Trade  Rep.  Kantor  to  Senator  Chafee, 
Sept.  25,  1995,  pp.  2-3.) 
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•  Opponents  of  S.  1277  claim  that  the  bill  would  undermine  the  careful  balance 
struck  by  the  Hatch-Waxman  Act  between  innovator  drug  firms  and  generic  manu- 
facturers. Not  so.  As  FDA  has  stated,  despite  its  conclusion  that  it  was  bound  to 
apply  the  faulty  language  enacted  by  Congress  as  written, 

"The  conforming  language  [now  found  in  S.  1277]  *  *  *  achieves  the  dual  goals 
of  permitting  approval  of  generic  drug  products  to  continue  under  the  provisions  of 
the  [Federal  Food,  Drug,  and  Cosmetic]  Act,  and  imposing  upon  the  generic  drug 
industry  the  same  requirements  for  substantial  investment  and  equitable  remunera- 
tion as  are  imposed  by  the  URAA  on  all  other  sectors  of  industry.  The  language 
would  not  upset  the  balance  of  the  Drug  Price  Competition  and  Patent  Term  Res- 
toration Act  of  1984  [The  Hatch-Waxman  Act]."  (Letter  from  Deputy  FDA  Comm'r 
Schultz  to  Senator  Chafee,  Sept.  27,  1995,  pp.  1-2,  emphasis  added.)  "indeed,  if  the 
[URAA  as  enacted]  did  admit  more  than  one  interpretation,  FDA  would  have  found 
that  approval  of  pending  [generic  drug]  applications  upon  the  expiration  of  the  pre- 
URAA  patent  term  for  patents  issued  before  June  8,  1995,  is  more  consistent  with 
the  underljang  goals  of  the  Waxman-Hatch  Amendments." 

(Letter  from  Deputy  FDA  Comm'r  Schultz  to  counsel  for  Glaxo,  May  25,  1995,  p. 
10,  emphasis  added.) 

•  Finally,  S.  1277's  opponents  argue  that  if  Congress  attempts  to  correct  its  mis- 
take and  fix  the  "GATT  glitch,"  it  might  be  guilty  of  an  unconstitutional  "taking" 
of  private  property.  Not  so.  As  the  Congressional  Research  Service  states  in  its  au- 
thoritative publication  The  Constitution  of  the  United  States  of  America:  Analysis 
and  Interpretation  329  (1987),  not  every  statute  that  modifies  patent  rights  is  a 
"taking": 

"Congress  may,  however,  modify  rights  under  an  existing  patent,  provided  vested 
property  rights  are  not  impaired,  *  *  *." 

Rights  under  existing  patents  are  always  subject  to  modification  and  to  the  impo- 
sition of  new,  more  restrictive  principles,  especially  where  matters  of  public  health 
are  involved — including  the  availability  of  affordable  health  care.  Bendix  Corp.  v. 
Balax,  Inc.,  471  F.2d  149  (7th  Cir.  1972),  cert,  denied,  414  U.S.  819  (1973;  City  of 
Milwaukee  v.  Activated  Sludge,  Inc.,  69  F.2d  577  (7th  Cir.  1934);  Vitamin  Tech- 
nologists, Inc.  V.  Wise.  Alumni  Research  Foundation,  146  F.2d  941  (9th  Cir.  1944). 

Moreover,  the  Constitution  does  not  prohibit  "takings,"  it  merely  requires  pay- 
ment of  "just  compensation."  U.S.  Const.,  Amdt.  V.  The  Supreme  Court  has  firmly 
ruled  that  any  constitutional  infirmity  in  authorizing  competitors  to  infringe  a  pat- 
ent is  cured  by  provision  for  payment  of  a  "reasonable  royalty."  Hartford-Empire  Co. 
V.  United  States,  323  U.S.  386  (1945).  Thus,  in  the  landmark  case  of  United  States 
V.  Glaxo  Group,  Ltd.,  410  U.S.  52,  64,  71-72  (1973),  the  Supreme  Court  unani- 
mously confirmed  that  "compulsory  patent  licensing  at.  reasonable  charges"  is  a  "rec- 
ognized" remedy.  Congress  itself  has  enacted  numerous  statutes  that  directly  im- 
pose such  a  requirement,  including  at  least  one  using  the  "equitable  remuneration" 
terminology  of  S.  1277.  e.g.,  7  U.S.C.  §2404  (Plant  Variety  Protection  Act).  The  Fed- 
eral courts  have  ample  experience  in  setting  reasonable  royalties  that  meet  all  con- 
stitutional standards.  E.g.,  United  States  v.  National  Lead  Co.,  332  U.S.  319  (1947). 
S.  1277  unquestionably  passes  constitutional  muster. 

CONCLUSION 

In  enacting  the  transitional  provisions  of  URAA,  Congress  made  a  simple  mistake. 
The  "GATT  glitch"  is  unfair  to  consumers,  unfair  to  the  generic  drug  industry,  and 
an  underserved  $5  million-per-day  ongoing  windfall  to  a  handful  of  lucky  manufac- 
turers. Ciba  pharmaceuticals,  as  a  leading  pharmaceutical  manufacturer  in  both  the 
research-based  and  the  generic  portion  the  industry,  believes  that  the  mistake 
should  be  fixed.  The  bipartisan  S.  1277  would  rectify  the  error,  with  no  adverse  con- 
sequences to  anyone  except  to  prevent  the  windfall — already  $330  million  and  grow- 
ing— from  continuing  to  mount.  Ciba  strongly  urges  its  enactment. 


Prepared  Statement  of  Citizen  Advocacy  Center,  Consumer  Federation  of 
America,  Consumers  Union,  National  Women's  Health  Network,  People's 
Medical  Society,  Public  Citizen,  U.S.  PIRG 

As  national  organizations  representing  hundreds  of  thousands  of  health  care  con- 
sumers, we  want  to  express  our  concern  for  the  unnecessarily  high  cost  of  prescrip- 
tion drugs  due  to  an  inadvertent  oversight  in  the  GATT  implementing  legislation 
passed  by  Congress  in  1994.  As  a  result  of  this  oversight,  drug  companies  are  get- 
ting a  big  windfall  and  consumers  are  paying  the  price. 
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Congress  can  easily  fix  this  oversight  and  should  do  so  without  anymore  delay. 
Congress  should  enact  the  proposal  made  by  Senators  Chafee,  I*ryor  and  Brown.  For 
each  day  this  loophole  is  not  closed  it  costs  consumers  millions  of  dollars. 

The  legislative  history  and  the  statements  of  the  Administration  officials  involved 
in  the  trade  negotiations  provide  clear  and  convincing  evidence  that  this  newly  cre- 
ated loophole  was  an  oversight  and  should  have  never  happened. 

As  members  of  this  Committee  know,  under  the  GATT  trade  agreement  patents 
were  extended  from  17  years  from  the  date  the  patent  was  approved  to  20  years 
from  the  date  a  company  applied  for  the  patent.  In  order  to  protect  U.S.  patent  hold- 
ers who  may  lose  protection  under  the  new  treaty,  Congress  enacted  transition  rules 
that  provided  patent  holders  the  longer  patent  protection  of  the  old  law  or  the  new 
GATT  extension.  The  transition  rules  also  aUowed  companies  who  had  already  made 
a  significant  pre-market  investment  in  a  product  prior  to  June  8,  1995  in  anticipa- 
tion of  the  expiration  of  a  17-year  patent  to  go  to  market  as  planned  provided  the 
company  paid  a  royalty  to  the  patent  holder.  Congress  balanced  the  interests  of  pat- 
ent holders,  generic  drug  manufacturers,  consumers  and  tstxpayers. 

But  generic  drugs  were  inadvertently  left  out  of  the  equation.  By  doing  so  Con- 
gress gave  a  handful  of  big  drug  companies  unintended  windfall  profits.  Glaxo- 
Wellcome,  for  example,  will  earn  more  than  $2  billion  in  windfall  profits  based  on 
a  20-month  patent  extension  for  their  blockbuster  anti-ulcer  drug  Zantac.  These 
windfall  profits  come  at  the  expense  of  generic  competitors  who  can  not  market 
their  low  cost  products  to  consumer  who  will  pay  bilUons  more  for  Zantac  and  other 
prescription  drugs. 

In  a  letter  to  Senator  John  Chafee,  U.S.  Trade  Representative  Kantor  confirmed 
that  pharmaceutical  products  should  have  been  included  in  the  transition  rules  to 
allow  firms  that  had  made  substantial  investments  in  reliance  on  the  old  patent 
term  to  market  generic  products. 

This  loophole  is  costing  consumers  millions  of  dollars  each  day  that  it  is  not 
closed.  Without  your  help,  consumers  will  continue  to  pay  for  patented  drugs  when 
lower-priced  generics  couJd — and  should — be  available. 

As  taxpayers,  too,  we  pay  for  this  loophole  because  it  increases  the  cost  of  drugs 
to  government  health  care  programs  for  the  poor  and  elderly.  In  this  time  of  mas- 
sive government  budget-cutting  and  soaring  medical  costs,  health  care  savings  are 
critically  important  to  the  American  public.  The  availability  of  low-cost  generic 
drugs  is  one  way  the  marketplace  can  help  bring  down  the  high  cost  of  health  care. 
By  keeping  generics  drugs  off  the  market  for  up  to  three  years,  the  GATT  loophole 
will  add  billions  of  dollars  to  taxpayers'  and  consumers'  medical  costs  at  a  time 
when  we  can  least  afford  it. 

Senators  Chafee,  Pryor,  and  Brown  have  proposed  a  solution.  It  is  a  simple 
amendment  to  protect  consumers'  health  and  taxpayers'  pocketbooks  by  fixing  the 
GATT  loophole.  This  solution  would  maintain  the  balance  of  interests  between 
brand  name  and  generic  drug  manufacturers  in  the  Hatch- Waxman  Act  of  1984.  In- 
deed this  proposal  would  ensure  that  the  drug  industry  is  treated  like  all  other  in- 
dustries under  the  GATTs  patent  provisions — no  better,  no  worse.  This  would  not 
provide  special  treatment  for  generics  under  the  transition  rules  but  merely  equal 
treatment — equal  to  that  given  every  other  U.S.  industry. 

We  urge  members  of  the  Committee  to  support  this  effort. 


Prepared  Statement  of  Generic  Pharmaceutical  Industry  Association  and 
National  Association  of  Pharmaceutical  Manufacturers 

This  statement  is  submitted  jointly  by  the  Generic  Pharmaceutical  Industry  Asso- 
ciation and  the  National  Association  of  Pharmaceutical  Manufacturers,  the  two  larg- 
est associations  of  U.S.  generic  drug  producers.  The  members  of  these  groups  ac- 
count for  over  90  percent  of  the  U.S.  generic  drug  market.  The  two  organizations 
have  announced  that  they  will  be  merged,  and  the  merger  is  now  under  way.  The 
members  of  both  groups  look  forward  to  working  together  as  a  single  entity  with 
this  committee  and  the  other  committees  and  Members  in  both  Houses,  in  an  effort 
to  assure  that  the  benefits  of  price  competition  on  off-patent  prescription  drugs 
reach  every  American  who  needs  such  drugs  to  get  well  and  stay  well. 

The  members  of  GPIA  and  NAPM  make  possible  billions  of  dollars  a  year  in  drug 
cost  savings  to  the  U.S.  economy.  Those  savings  go  directly  into  the  budgets  of  indi- 
vidual sick  people,  especially  seniors  on  fixed  income,  who  pay  their  own  drug  bills. 
They  also  go  to  reduce  the  premiums  of  people  fortunate  enough  to  have  drug  reim- 
bursement programs  which  they  or  their  employers  pay  for.  The  savings  go  to  the 
state  £ind  federal  Medicaid  programs,  the  state  and  federal  public  hospitals,  the  De- 
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fense  Department  and  Veterans  Aifairs  Department  health  programs,  and  other 
publicly  funded  activities  that  purchase  prescription  drugs. 

In  short,  every  extra  dollar  that  goes  to  purchase  a  branded  drug,  when  an  FDA- 
approved  generic  equivalent  is  or  should  be  available,  is  a  dollar  wasted  by  individ- 
uals, by  insurers,  by  taxpayer-supported  programs  in  every  town  and  village  in  the 
nation. 

Today's  hearing  is  necessary  because  Congress,  in  passing  the  Uruguay  Round 
Agreements  Act,  failed  to  include  conforming  amendments  to  assure  that  the  phar- 
maceutical industry  would  not  be  excluded  from  the  transition  provisions  of  the  Act. 
This  failure,  if  not  remedied,  will  cost  Americans  hundreds  of  millions  of  dollars  a 
year  in  extra  health  costs  arising  from  delays  in  the  marketing  of  generic  drugs. 
Congress  clearly  did  not  intend  this  result,  and  since  the  Courts  have  ruled  that 
only  Congress  can  remedy  the  problem,  the  Pryor-Brown  Amendment  is  simply  the 
means  for  Congress  to  achieve  its  original  intent. 

The  Committee  is  familiar  with  the  background  of  this  problem: 

The  GATT  treaty  required  all  signatories  to  have  a  patent  life  measured  as  20 
years  from  first  application. 

The  URAA  legislation  implemented  that  requirement  for  future  patents  and  for 
patents  in  existence  on  its  effective  date  whicn  did  not  already  have  a  longer  life 
under  their  existing  terms. 

The  transitional  URAA  provision  established  a  "grandfather  clause"  protecting 
prospective  competitors  who  had  made  a  "substantial  investment"  in  a  competitive 
product  before  tne  effective  date  of  the  URAA  in  anticipation  of  the  pre-URAA  pat- 
ent expiration  date.  That  clause,  on  its  face,  permits  the  manufacture  and  sale  of 
such  a  competing  product  during  the  so-called  "delta  period"  between  a  patent's  pre- 
URAA  expiration  date  and  the  date  as  determined  under  URAA,  subject  only  to  the 
payment  of  "equitable  remuneration"  to  the  patentee. 

However,  to  understand  the  issue  fully,  the  Committee  should  focus  on  three  ele- 
ments of  that  history: 

1.  In  passing  the  URAA,  Congress'  intent  was  solely  to  conform  U.S.  patent  law 
to  the  worldwide  patent  formula  setting  patent  expiration  dates  at  20  years  from 
date  of  first  patent  application.  The  opponents  of  Pryor-Brown  have  not  cited  a  sin- 
gle indication  that  either  body's  purpose  was  to  extend  any  patent's  life  or  reward 
anyone  for  anything,  or  to  provide  added  profits  to  patent  holders.  In  fact  there  is 
no  such  indication.  It  was  certainW  known  that  many  existing  patents  would  be  ex- 
tended once  Congress  chose  the  effective  date  of  the  change  in  patent  term  computa- 
tion, since  the  GATT  agreement  required  its  terms  to  apply  to  all  patents  in  exist- 
ence on  its  effective  date.  But  that  result  was  merely  an  incidental  by-product,  not 
a  purpose,  of  the  change. 

2.  The  GATT  agreement  itself  recognized  that  appljdng  the  new  formula  to  exist- 
ing patents  would  cause  hardships  to  those  who  had  already  spent  time  and  money 
preparing  to  compete  with  expiring  17-year  patents.  Thus,  to  achieve  fairness  and 
avoid  retroactive  interference  with  the  pre-existing  rights  and  expectations  of  poten- 
tial competitors,  GATT  explicitly  provided  for  the  transitional  "grandfather  clause" 
which  allowed  those  who  had  made  a  "substantial  investment"  test  and  the  "equi- 
table renumeration"  standard  adopted  by  Congress  as  the  only  condition  for  market- 
ing competitive  during  the  "delta  period"  of  added  patent  life. 

3.  Generic  producers  are  asking  for  fair  treatment,  not  special  treatment.  They 
are  just  asking  for  the  same  protection  against  retroactive  interference  with  their 
rights  and  expectations  which  GATT  and  URAA  provided  for  all  prospective  com- 
petitors. For  in  both  GATT  and  URAA,  the  grandfather  clause  applied  to  all  those 
who  wished  to  compete  with  a  patented  product  at  the  end  of  its  existing  term. 
There  was  no  exclusion  of  generic  pharmaceuticals,  and  not  a  word  about  treating 
pharmaceuticals  differently.  On  the  contrary,  it  is  hard  to  think  of  another  area  in 
which  the  grandfather  clause  protection  is  more  suitable  or  more  suitable  or  more 
necessary:  the  lead  time  for  preparing  to  compete  with  an  off-patent  drug  is  very 
long  and  Congress  in  the  1984  Hatch-Waxman  act  made  clear  its  intent  that  com- 
petitive generic  drugs  should  go  on  the  market  the  very  day  the  brand  name  drug 
patent  expires,  thus  explicitly  justifying  and  encouraging  substantial  investment  in 
development  of  low-cost  generic  drugs  before  expiration  of  the  patent  on  the  more 
expensive  brand  equivalent. 

Congress  clearly  did  not  intend  URAA  to  upset  the  careful  balance  between  brand 
drugs  and  generic  drugs  which  the  1984  Act  accomplished.  Yet  the  courts  have  ruled 
that  the  interplay  between  the  URAA  provisions  designed  to  protect  generic  prod- 
ucts, and  the  complex  provisions  of  FDA  law  governing  the  procedures  for  approving 
generic  medicines,  lefl  FDA  powerless  to  issue  the  approvals  necessary  for  the 
URAA  grandfather  clause  protection  to  be  effected.  Thus,  without  a  legislative  rem- 
edy, the  explicit  intention  of  GATT  and  URAA  to  protect  those  who  had  in  good 
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faith  invested  in  new  products  based  on  then  existing  expectations  will  be  com- 
pletely frustrated  as  to  generic  drugs — and  only  as  to  generic  drugs. 

The  Pryor-Brown  Amendment  simply  conforms  the  URAA  to  its  purpose  by  allow- 
ing FDA  to  approve  the  generic  as  of  the  date  of  pre-URAA  patent  expiration.  The 
amendment  leaves  the  other  issues  of  defining  "substantial  investment"  and  "equi- 
table remuneration"  to  the  brand  and  generic  firms,  and  ultimately  to  the  courts, 
as  URAA  contemplated.  As  Ambassador  Kantor's  letter,  which  is  already  before  the 
Committee,  makes  clear,  this  corrective  action  in  no  way  compromises  U.S.  compli- 
ance with  GATT  or  undermines  our  trade  relations  with  other  nations.  Rather  it 
carries  out  the  original  intention  of  both  GATT  and  URAA. 

The  experience  with  the  best  selling  drug  captopril  has  already  demonstrated  the 
costs  to  the  public  of  the  delay  in  correcting  tWs  error.  From  the  drug's  original  ex- 
piration date  in  August  until  the  expiration  of  the  20-year  term  this  month,  millions 
of  Americans  with  high  blood  pressure  have  had  to  pay  the  brand  name  price  for 
the  drug.  Immediately  following  the  expiration  of  the  patent  on  February  13,  generic 
equivalents  were  introduced  at  more  than  a  90%  discount  from  the  brand  price. 
Thus  enormous  savings  to  consvuners  were  delayed  for  six  months.  That  money  is 
forever  lost  to  the  individuals  and  insurers  and  taxpayer-supported  government 
agencies  who  paid  those  bills,  producing  an  equal  and  opposite  windfall  to  the  owner 
of  the  captopril  patent,  who,  until  URAA  was  passed  in  December  1994  (and  prob- 
ably for  months  thereaft;er  until  the  FDA  and  Court  rulings),  had  every  expectation 
that  its  exclusivity  would  end  in  August  1995. 

An  even  greater  loss  to  the  public — and  windfall  to  the  patentee — will  occur  daily 
as  each  prescription  for  Zantac  is  filled  with  the  brand  product  at  a  time  when  the 
low  cost  generic  should  be  available  under  the  URAA  grandfather  clause — adding 
up  to  $2  billion  in  extra  drug  costs  if  Congress  does  not  act  promptly. 

It  is  understandable  that  those  benefited  by  this  unanticipated  windfall  are  trying 
to  rationalize  and  defend  it.  It  is  understandable  that  to  sell  their  position  they  have 
had  to  resist  the  obvious  truths  underlying  the  Pryor-Brown  bill  by  reconstructing 
URAA's  history  and  by  threatening  to  reopen  the  great  compromise  of  1984.  The 
floor  vote  in  December  is  strong  evidence  that  the  members  of  the  Senate  will  stand 
up  for  fairness,  and  protect  the  rights  of  the  public  to  a  competitive  drug  market, 
even  when  a  very  powerful  and  aggressive  commercial  interest  has  at  stake  hun- 
dreds of  millions  or  billions  of  dollars  of  windfall  it  stands  to  gain  from  the  legisla- 
tive oversight. 

GPIA  and  NAPM  urges  each  member  of  the  Committee  who  may  have  taken  an 
earlier  adverse  position  on  this  bill,  based  on  the  misinformation  circulated  by  those 
who  would  benefit  from  the  error,  to  reexamine  the  history  and  the  merits  of  this 
issue  in  light  of  the  material  offered  at  the  hearing.  We  are  confident  that  most  of 
you  who  do  do  so  will  conclude  that  adoption  of  the  Pryor-Brown  bill  merely  restores 
the  intended  effect  of  the  URAA. 
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MARCH  5,  1996 

Committee  on  Ways  and  Means, 

House  of  Representatives, 
Washington,  DC,  May  15,  1995. 
Hon.  Michael  Kantor, 
U.S.  Trade  Representative, 
Washington,  DC. 

Dear  Ambassador  Kantor:  We  recently  learned  that  your  office  has  been  con- 
tacted in  connection  with  the  Food  and  Drug  Administration's  development  of  a  pol- 
icy on  approval  of  genetic  copies  of  pioneer  drugs  whose  patent  terms  have  been  re- 
defined under  the  Uruguay  Round  Agreements  Act  (URAA).  We  understand  that  the 
generic  drug  industry  is  seeking  your  intervention  on  its  behalf. 

At  the  outset,  we  do  not  understand  why  your  office  would  intervene  in  another 
Agencj^s  policy-development  process.  More  importantly,  given  your  ardent  defense 
of  intellectual  property  rights  during  the  Uruguay  Round  negotiations,  we  fail  to  see 
any  justification  for  you  to  support  the  generic  drug  industry.  This  is  particularly 
true  given  the  significant  trade  ramifications  of  any  decision  by  your  office  that 
could  be  interpreted  as  encouraging  a  minimalist's  interpretation  of  the  critically- 
important  improvements  in  patent  protection  contained  in  the  GATT. 

The  United  States  has  been  an  international  leader  in  advocating  enhanced  intel- 
lectual property  protection.  Consequently,  implementation  of  the  patent  provisions 
in  the  URAA  must  take  into  account  the  impact  such  actions  will  have  on  the  ability 
of  United  States  patent  holders  to  promptly  secure  improved  patent  protection 
under  GATT  in  those  countries  where  it  currently  is  ineffective.  It  is  clear  that 
United  States  patent  holders  from  all  industries  stand  to  gain  disproportionately 
from  immediate  implementation  of  GATT.  In  countries  that  gave  limited  patent  pro- 
tection in  the  past,  20-year  patent  terms  will  become  the  rule.  Such  enhanced  pat- 
ent protection  overseas  will  have  a  significant  impact  upon  the  commercial  interest 
of  the  United  States.  The  resulting  job  creation  and  gains  in  the  domestic  economy 
will  be  considerable.  Looking  only  at  the  pharmaceutical  industry,  one  of  the  few 
American  industries  which  does  not  have  a  trade  deficit,  enhanced  patent  protection 
overseas  will  strengthen  the  industry's  positive  balance  of  trade. 

However,  enhanced  protection  will  not  be  available  abroad  if  the  United  States 
implements  GATT  so  as  to  undermine  patent  protection  at  home.  Foreign-based  pi- 
rates and  patent  infringers  will  pressure  their  foreign  governments  to  devise  cre- 
ative measures  to  implement  the  Uruguay  Round  in  a  manner  that  is  inconsistent 
with  GATT's  terms.  United  States  patent  holders  then  will  be  denied  rights  secured 
by  GATT.  The  United  States,  then,  must  assiduously  avoid  any  action  that  would 
give  foreign  governments  even  tacit  support  for  efforts  to  gut  implementation  of 
GATT's  patent  provisions  overseas. 

Any  action  by  the  United  States  that  is  perceived  internationally  to  be  inconsist- 
ent with  enhanced  patent  protection  vnW  also  have  negative  repercussions  that  ex- 
tend beyond  GATT.  It  could  weaken  our  trading  partners'  confidence  in  our  willing- 
ness to  abide  by  international  agreements,  and  threatens  our  ability  to  conclude 
multilateral  trade  agreements  in  the  future. 

As  you  consider  the  protection  to  be  given  to  patents  affected  by  the  URAA,  we 
are  confident  that  you  will  remain  committed  to  the  objective  of  enhancing,  not  di- 
minishing, protection  of  intellectual  property  rights.  We  trust  that  you  will  not  pur- 
sue a  domestic  policy  that  minimizes  the  GATT-mandated  improvements  in  patent 
protection.  If  our  committee  can  be  of  any  assistance  in  that  regard,  please  do  not 
hesitate  to  let  us  know. 

With  best  personal  regards, 

Bill  Archer, 

Chairman. 


The  U.S.  Trade  Representative, 
Executive  Office  of  the  President, 

Washington,  DC,  May  19,  1995. 

Hon.  David  Kessler, 

Commissioner,  Food  and  Drug  Administration, 

Rockville,  MD. 

Dear  Dr.  Kessler:  I  am  writing  with  respect  to  a  decision  that  I  understand  you 
are  about  to  make  with  respect  to  permitting  generic  pharmaceutical  products  to  be 
marketed  in  a  timely  manner. 
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As  you  know,  the  Uruguay  Round  Agreements  Act  (URAA)  provides  that  the  term 
of  patents  in  the  United  States  will  be  switched  from  a  17-years  from  grant  systein 
to  a  20-years  from  filing  system.  For  those  patents  that  have  not  expired  on  June 
8,  1995,  and  those  applications  that  are  submitted  by  then  and  subsequently  issued, 
the  applicant  will  have  the  option  of  choosing  the  longer  of  17-years  from  grant  or 
20-years  ft^m  fiUng.  As  a  result,  some  existing  patents  will  be  extended  for  up  to 
approximately  20  months. 

The  URAA  also  provides  that  if  a  person  has  made  substantial  investment  before 
Jvme  8,  1995,  in  preparation  of  exploiting  the  technology  once  the  old  patent  term 
expires,  they  will  be  able  to  use  the  patented  technology  during  the  extension  period 
but  must  pay  a  reasonable  royalty  to  the  patent  owner  for  doing  so.  The  URAA  ex- 
empts them  from  liability  for  injunctions,  damages  and  attorney's  fees. 

However,  it  appears  that  the  ability  of  manufacturers  of  generic  pharmaceutical 
products  to  take  advantage  of  this  system  (i.e.,  get  the  generic  version  of  a  patented 
drug  on  the  market  during  the  extension  period  but  pay  a  royalty)  is  in  question 
given  provisions  in  the  Federal  Food,  Drug  and  Cosmetic  Act  (FFDCA).  The  FFDCA 
apparently  prevents  the  FDA  from  granting  marketing  approval  to  generic  products 
until  the  patent  on  the  underljdng  product  expires.  Without  marketing  approval,  the 
generic  manufacturer  cannot  bring  its  product  on  the  market. 

Resolving  this  difficult  conflict  has  apparently  fallen  upon  your  shoulders.  As  you 
come  to  a  decision  on  this  matter,  I  ask  that  you  give  full  consideration  to  the  inten- 
tion of  the  URAA  language  to  permit  generic  pharmaceutical  producers  to  market 
their  products  who  had  made  substantial  investments  in  anticipating  the  expiration 
of  the  unextended  patent  term. 
Sincerely, 

Michael  Kantor. 
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UNITED  PATIENTS'  ASSOCIATION  FOR  PULMONARY  HYPERTENSION.  INC. 

P.O.  Box  24733  Speedway.  IN  46224-0733    1-800-74  UPAPH 


March  11,  1996 


Dear  Senator, 

At  the  February  27  Senate  Judiciary  Committee  hearing  on  pharmaceutical  patent 
protection,  I  voiced  my  strong  opposition  to  weakening  patent  protection  and  incentives 
for  medical  research  by  giving  the  generic  drug  industry  special  exemptions  to  the  patent 
terms  established  by  the  General  Agreement  on  Tariffs  and  Trade  (GATT). 

As  president  of  the  United  Patients'  Association  for  Pulmonary  Hypertension  (UPaPH),  I 
represent  the  450  patients  in  this  country  who  suffer  from  the  very  rare  and  deadly  disease 
called  primary  pulmonary  hypertension  (PPH),  as  well  as  their  families  and  caregivers.  I 
know  firsthand  about  the  suffering  of  PPH  patients  because  my  sister  is  one.  She  is  alive 
and  thriving  today  because  of  a  newly-approved  drug  discovered  by  research-based 
pharmaceutical  industry. 

Pioneering  pharmaceutical  companies  are  able  to  discover  new  treatments  and  cures  for 
diseases  like  PPH  because  of  our  country's  tradition  of  patent  protection.  Amending 
patent  protection  to  allow  generic  drug  makers  a  short-cut  to  market  is  short-sighted  at 
best.  While  access  to  lower-cost  drugs  is  important,  the  short-term  benefit  cannot  be  at 
the  expense  of  finding  cures  to  today's  and  tomorrow's  disease. 

I  urge  you  not  to  change  the  law  to  undercut  the  strong  patent  protections  provided  by  the 
GATT.  Such  action  would  undermine  the  hope  of  all  patients  awaiting  a  cure  or  better 
treatments  for  disease  and  create  financial  gains  only  for  the  generic  drug  industry.  Other 
leading  patient  advocacy  groups  share  my  concern  and  commitment  to  maintaining 
incentives  for  medical  research  and  discovery,  as  the  attached  excerpts  from  their 
testimony  indicate.  Also  attached  are  some  key  newspaper  articles  on  this  issue, 
including  one  I  wrote  for  The  Indianapois  Star. 

Sincerely, 

Judith  Simpson,  R.N.,  M.S.,  Ed.S. 
President,  UPAPH 


242 


The  following  statements  were  submitted  as  part  of  the  testimony  at  the  February  27, 
1996  Senate  Judiciary  Committee  Hearing  on  Pharmaceutical  Patent  Issues: 


"As  the  generic  industry  already  receives  special  patent  treatment  under  the  Hatch-Waxman 
Act,  it  does  not  need  additional  benefits.  By  granting  new  benefits,  Congress  will  undermine 
the  pharmaceutical  companies'  dedication  and  resources  to  search  for  new  medical  cures.  In 
essence,  this  will  undermine  the  futures  of  all  people  who  suffer  from  CF  and  many  other 
diseases... Research  is  continuing  at  a  rapid  pace  -  indeed,  there  is  much  to  look  forward  to.  I 
urge  the  Senate  to  look  forward  also,  and  resist  the  pressure  to  create  obstacles  for  people  in 
need  of  new  med'cines." 

Robert  J.  Beall,  Ph.D.,  President  and  CEO,  Cystic  Fibrosis  Foundation 

"The  generic  drug  makers  say  that  if  they  are  allowed  to  short-cut  pharmaceutical  patent 
protection  they  will  be  able  to  make  medical  treatments  more  affordable  for  consumers.  While 
generic  drugs  may  offer  savings  in  the  short-term,  it  is  unlikely  that  generics  will  commit  a 
dime  to  discover  new  information  that  would  lead  to  a  long-term  treatment  for  ailments 
associated  with  FAS.  Why?  Because  generic  drug  firms  don't  invest  in  research  for  the  next 
miracle  drug.  They  are  interested  only  in  profits  generated  by  the  last  one... Something  is 
wrong  if  Congress  decided  to  give  more  protection  to  the  'inventors'  of  the  next  Chia-Pet  than 
they  do  the  researches  discovering  the  next  wonder  drug." 

Patti  Munter,  President,  National  Organization  on  Fetal  Alcohol  Syndrome 

"At  a  time  when  health  care  delivery,  research  and  development  are  evolving  faster  than 
anyone  can  accurately  monitor.  Senator  Pryor's  efforts  to  lead  Congress  down  a  road  that 
chips  away  at  patent  protections  for  US  pharmaceutical  products  will  dig  a  health  care  grave 
for  Americans." 

Nancy  Sander,  President,  Allergy  and  Asthma  Network,  Mothers  of  Asthmatics,  Inc. 

"The  Pry  or  and  Chafee  amendment  offers  a  clear  choice:  a  'NO'  vote  to  preserve  incentives 
for  innovation  that  allow  that  research  to  continue,  or  a  'YES'  vote  to  undermine  the  hope  of 
thousands  of  patients  who  await  the  discovery  of  an  effective  treatment  for  disease...!  again 
urge  you  nol  to  undercut  the  patent  protection  that  underlies  America's  best  hope  for  new  and 
better  answers  to  disease  and  life-threatening  disabilities." 

Sandra  H.  Kownacki,  President,  Autism  Society  of  America 
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PHILADELPfflA  DAILY  NEWS 


January  4,  1996 


Guest  Opinion 


Patent  bill 
could  limit 
vital  drugs 

tea  any  of  us  falls  ill,  we  immedi- 
ately look  to  the  miracles  of  mod- 
em medicine  to  help  return  us  to 
health.  What  many  of  us  don't  real- 
ize is  that  access  to  those  mirodes 
is  made  possible  by  the  pharmaceutical  re- 
search companies  that  S}^d  hundreds  of  mil- 
lions researching  new  drugs. 
When  1  was  25, 1  was  diag- 
nosed with  primary  pul- 
monary hyfJenension,  a 
rare  disease  that  usually  is 
fatal. 

At  The  time  I  was  diag- 
nosed, available  treat- 
ments offered  hope  only 
-  for  aTew  months  or 
years  of  life.  But  I  failed 
to  respond  to  even  these 
limited  conventional 
treatments;  Then  my  n^™-  c 

doctor  told  me  about  a        BONNIE  &. 
new  medicine  called  a        IMUXT 
.calcium  channel  blocker —just  introduced 
on  the  market  for  another  disease.  There 
■were  risks  in  taking  this  medicine  and  no 
guarantee  of  success,  but  it  was  my  only 
hope.  Miraculously.  I  responded. 


;  Tbat  was  almost  14  years  ago.  I  am  alive  ^ 
;  and  living  a  productive  life  because  of  the 
j  discoveries  made  possible  by  our  pharma- 
;  centical  research  industry  —  discoveries 
■'  thatlare  today  placed  in  jeopardy  by  those 
I  -' whojwould  undercut  this  country's  system 
■.  of  patent  prctectloiL 

•  .  vThe  research  into  new  and  better  treat- 
..-.jnenits  takes  hundreds  of  millions  of  dollars 
..  and  years  of  re.^arch.  Patent  protection 

gives  pharmaceutical  research  companies 
;  an  opportunity  to  mm  a  significant  portion 
"of  their  sales  back  into  more  ricsearch  on 
newnteatments  and  cures  for  disease  This 

■  Is  what  gives  patieiits  suffering  from  dis- 
easeis  a  hope  for  a  cure  in  the  future. 

•  •  Cqngress  recently  strengthened  patent  pro- 
'tection  for  phanfiaceutical  research  and 
nth#T  \]S,  industries  through  the  Genei^al 

'Agreement  on  Tariffs  and  Trade,  which 
brought  VS.  patent  terms  in  line  with  other 
indflflirlalizeo  cotintries.  The  GATT  resulted 
••  in  sligbtly  longer  patent  protection  for  a 
^arijfft)!  of  medicines. 

■  .    Btttnow,  that  patent  protection  is  being 
.threatened  in  Congress.  The  generic  drug 

i     industry  wants  to  change  the  low  affect- 
I  '  ing  uhplementApon  of  GATT  here  in  the 
i.  i  U£.)ln  order  to  bring  their  products  to 
1  '■  marXet  sooner.  While  I  appreciate  the  cost 

.  savings  that  generic  drugs  may  offer  in 
.the  flhort  term,  no  generic  drug  company 
'  i  would  commit  the  millions  of  dollars  or 
\  •;  many  years  of  research  to  discover  or  de- 

i  velop  the  kind  of  medicines  that  have 

':  given  me  back  my  life. 
.  With  one  sentence  from  the  doaor  my  life 

!  changed  completely.  The  same  thing  can  hap- 

•  pen  to  anyone,  anytime.  Now  is  not  the  time 
for  Congress  to  take  the  hope  of  a  better  treat- 
ment or  a  cure  away  from  any  of  us.  ■ 


Bonrt«  S  txJun  b  vic»  fitiaiatn\  ^  ^  yft;,,^  rtt*n:t 
AisocieMn  lex  *Vtnio"-ry  Hyptntrnlc". 
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Providence  Sunday  Journal 


March  10, 1996 


Just  say  no  to  the  Pryor  bill 


WASHtNCTDN 

ONE  OF  THE  WIDEST  (tps 
between  myth  and  reality  tn 
public  policy  peroeptton  may 
be  found  In  pharmaceuttcala. 

Caae  In  point  Amerteani  lend  to 
think  that  most  new  dnigi  are  de- 
veloped In  unlvenlty  laboratorlea, 
or  at  government  agendet,  and  then 
mBas*produced  and  marketed  by 
pharmaceutical  companlei,  whose 
priccfl  are  •  hardship  for  working 
Americans,  and  whose  pntlts  keep 
shareholders  gleefully  content 

The  truth  Is  almofl  exactly  the 
opposite.  The  Intrepid  researchers 
are  found  not  nrastiy  on  college 
campuses,  or  at  the  Centers  for  Dis- 
ease Controli  but  Id  the  laboratories 
of  phamuoeutlcal  concenu.  Which 
makes  sense.  Since  patents  on  phar- 
maceuticals are  finite,  the  Ufeblood 
of  tiie  Industry.Js  the.  development 
of  new  drugs.  And  the  cost  of  re* 
search  Is  extremely  high  —  too 
high,  Indeed,  for  most  government 
or  university  laboratory  budgets. 

A  single  new  drug  requires  years 
of  research  and  devekipment  before 
It  is  ready  tor  more  ysan  of  tests  to 
satisfy  the  safety  and  efficacy  tesu 
required  by  federal  law.  It  Is  esti- 
mated, tor  example,  that  the  aver* 
age  ttmt  needed  for  a  drug  to  be  de- 
vek>ped,  approved  by  the  PDA  and 
brought  to  market  la  12  years  — 
and  $350  million.  By  any  reasonable 
standard,  thb  Is  a  substantial  invest* 
menL 

It  la  also,  however,  a  critical  In- 
vestment* It  pharmaceutical  compa- 
nies had  neither  the  time  nor  the  re- 
■ources  for  such  an  effort  the  effect 
on  research  and  development  would 
be  obvious  —  and  the  Impact  on  the 
natlonBl  health  could  be  calamitous. 

Of  course,  drug  iifuuiuracnirers 
are  In  business,  not  philanthropy, 
and  eommerts  rtlles  on  Incentives 
and  markets.  The  market  Is  there:  tn 


PHILIP  TER21AN 

a  prosperous  nation  such  is  ours, 
with  an  aging  population  accu^ 
tomcd  to  qutllQ'  health  carv,  the  de- 
mand for  new  drugs  and  medical 
breakthroughs  la  constant;  the  In- 
centlvt  It  profit  pert  of  wbtcb  It 
plowed  bacit  Into  research. 

Vm  thli,  the  pharmaceutical  hi- 
dustry  en)oys  a  certain  advantage. 
Under  the  latest  dedtlons  ot  the 
General  Agreement  on  TatUft  and 
Trade  (OATT).  it  wta  tgnea  that 
ptrUdpatlng  ceantilef  woaW  re- 
spect  patent  terms  of  20  yean,  u 
part  of  an  overall  ttrengtbeolng  ot 
"Intellectual  property"  rlghta.  TMs 
iBcladaa  patents  oo  drugs,  which 
had  previoutty  been  protected  (or 
1 7  years  under  American  law. 

Enter  the  Hateh-Waxman  Act  of 
1984,  which  was  designed  to  esslst 
the  burgeoning  generlc*drug  Indus- 
try. Under  Httch-Waxman,  generic 
companies  have  two  exceptional  op- 
tions In  the  marketing  of  drugs  de* 
vekiped  by  pharmaceutical  eon* 
cems:  They  may  make  and  tell 
drugs  before  their  patent  expiration 
date  i/  they  duplicate  the  safety  and 
efficacy  tens,  conducting  their  own 
experiments  and  research.  Or  (Jiey 
may  bypass  the  rigid  PDA  rules  — 
benefiting,  In  effect,  fnmi  the  orlgl* 
nal  manufacturer's  Investment  In 
tine  and  money  —  if  they  respect 
the  full  patent  term. 

This  I),  by  any  standard,  senatbte 
and  fair  to  all  concerned.  It  protects 
the  investment  of  pharmaceutical 
companies  for  a  reasonable  length 
of  time,  and  It  gives  generic  menu* 
f  Rcturart,  smaller  and  less  prosper- 
ous, a  prerogative  enioyed  by  no 
other  Industry. 

Fairness  and  rationality,  howev- 
er, are  no  match  for  politics.  Sen. 
David  Pryor  of  Arkansst,  a  long- 


tlnw  antagonist  of  the  phannaceaH* 
cal  Industry,  has  Introduced  t  mea- 
sure, co<sponsored  by  Sen.  John 
Chafes  of  Rhode  Island,  that  would 
ravisc  the  OATT  pact  to  permit  ge- 
neile  manufteturvn  lo  hypMi  the 
txlitlng  statutory  provtsloot,  ud 
sell  drugs  regardless  of  patent 

It  It  dittleult  to  think  of  •  more  dl- 
tastrous  tuggestion.  By  unilaterally 
revldag  OATT,  the  Pryor  un  would 
nndermlne  the  ttnietura  ot  the 
worldwide  trade  agreement  and  Id- 
ipirt  other  countriet  to  do  the  same 
to  ua:  The  result  wouU  be  ebna, 
tod  higher  pricca  tor  Amettcms  in 
thousands  ot  products.  Moraovtr, 
by  ottering  generic  companies  tn 
opportunity  to  steal  the  work  of 
pharmaceutical  makerk  It  would 
destroy  Incentive  by  nuUUylng  pnf- 
tt.  This  would  have  tn  Immedlata 
and  paralyzing  effect  on  Momedieal 
research  In  the  phanntceutloal  In* 
dustry  —  and.  In  time,  yield  fewtr 
new  drugs  oo  the  market 

TbU  It  t  cltsiie  InsUnce  of  ihort> 
term  advantage  —  tUdelDg  It  to  the 
Ug,  bad  pharmaceutical  munfao- 
tuten  —  at  the  cxpenae  of  the  kmg' 
term  Interests  of  pubBe  health. 
Lower  prices  tor  Grandma  at  the 
drugstore  today  mean  higher  prices, 
and  fswer  options,  tor  (^aodma  to- 
morrow. 

It  Is  altogether  too  et«y  to  punish 
the  source  o(  modem  wonder  drugc 
indeed,  the  pharmaceutical  Indue- 
try.  proeperous  and  powerful,  wu  t 
favorite  folk  vlUah)  during  lh«  Clln- 
lon  health  care  debate.  It  It  also 
much  too  eisy  to  suppoti  that  all 
generic  fflaoutactunn  observe  the 
ssme  standsrds  ot  quality  at  their 
brand-name  competitors.  Some  do 
not  6o  wbsfe  good  tor  eonsureers 
It  the  Isw  as  it  stands,  and  vice 
vena. 

Philip  Ttrzian,  the  ./oumd-fiuOa- 
tin's  asfoclote  editor,  writes  o  col- 
umn frvm  Washln^on. 
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S^e  Jin^^ttigton  STinte^ 


March  5,  1996 


Patent  blather 


For  all  the  current  populist  assaults  on  worid 
trade  deals,  there  would  seem  to  be  one  aspect 
of  the  General  Agreement  on  Tkriffs  and  Tirade 
(GAIT)  that  has  proved  unobjectionable  —  the  pro- 
visions bulkuig  up  patent  protection. 

The  greatest  strength  US.  firms  have  in  the  wnrtd 
market  is  brainpower  American  business  (and  US. 
workers)  dont  stand  a  chance  if  they  try  to  compete 
with  the  Third  World  on  wages,  but  they  carft  be  beat- 
en when  competing  through  innovation,  creativity  and 
technological  prrjwess  Protecting  intellectual  proper- 
ty is  crucial  to  protecting  high-paying  jobs,  which  is  why 
the  secQon  of  the  GATT  perhaps  most  advantageous  to 
the  United  States  is  that  which  extended,  acitss  the 
board,  the  lifenme  of  patents  from  1 7  years  to  20  years. 
How  strange,  then,  that  there  IS  a  movement  in  the  Sen- 
ate to  chip  away  at  that  accomplishment 

The  Judiciary  Committee  began  a  series  of  hear- 
ings last  Tliesday  that  continue  today,  hearings  that 
with  any  luck  will  have  the  effect  of  blunting  efforts 
by  Sen  David  Pryor  to  carve  out  an  exemption  to  the 
patent  extension.  Mr.  Pryor's  move  would  benefit  the 
generic  drug-manufacturing  industry  by  letting  the 
makers  of  generics  dive  into  the  market  with  new 
drugs  years  sooner  than  they  would  be  able  to  under 
GATT  lb  accomplish  this.  Mr.  Pryor  has  been  using 
the  sort  of  vilification  of  the  pharmaceutical  com- 
panies that  worked  so  well  for  the  Clintons  in  their 
early  health  care  sorties  —  the  extended  patent  pro- 
tecDon  just  gives  the  big  drug  compaiues  an  extra 
three  years  to  gouge  the  sick  and  elderly  Think  of 
the  tremendous  benefit  to  consumers  to  be  had  by 
giving  them  quicker  access  to  cut-rate  copies  of  the 
drugs  they  need. 

This  is.  of  course,  a  shockingly  shortsighted 
approach.  After  all,  if  it  is  better  to  strip  the  big  drug 
companies  of  their  'Monopolies"  three  years  ahead 
of  schedule,  why  stop  there?  Why  not  slash  the  life- 


time of  drug  patents  to  15  years,  or  to  10  or  five?  Obvi- 
ously, at  some  point  there  simply  isn't  enough  time 
for  the  companies  to  have  any  chance  of  recouping 
their  investment  in  drug  development  — an  in^tat 
ment  that  on  average  comes  to  S3S0  million.  More 
so  than  with  many  other  industries,  lengthy  patent 
protection  is  crucial  to  the  success  of  those  who 
develop  new  drugs.  Tbsting  and  trials  and  approval 
by  the  Fbod  and  Drug  Administration  have  tradi- 
tionally eaten  up  years  of  new  drugs'  patent  protec- 
tion. As  it  is.  only  about  one  of  five  new  drugs  ever 
turn  a  profit  The  profit  on  those  few  new  drugs  that 
are  essential  and  remunerative  may  seem  excessive, 
but  only  when  one  fails  to  account  for  the  costs  put 
into  all  the  drugs  that  don't  bring  in  a  dime 

Nor  are  the  costs  of  the  drugs  excessive  when  com- 
pared with  the  costs  in  suffering,  surgery,  hospital 
stays  and  lost  productivity  that  new  drugs  often  elim- 
mate.  (5ne  of  ttie  drugs  that  the  generic  manufactur- 
ers have  their  eyes  on  is  the  ulcer  medication  Zantac 
It  would  be  a  mistake,  in  calculating  the  health  care 
costs  of  treating  ulcers  with  Zantac,  not  to  compare 
them  wixh  the  costs  of  the  surgical  alternatives.  Once 
upon  a  time  ulcers  were  regularly  treated  by  excis- 
ing affected  parts  of  the  stomach.  This  invasive  prac- 
tice has  been  rendered  nearly  obsolete  by  drug  treat- 
ments like  Zantac  and  Tagamet 

The  needformedical  advancement  alone  is  reason 
enough  to  fend  off  the  special-interest  legislation 
being  proposed  by  Mr.  Pryor  Sure,  the  brand-name 
drug  companies  make  a  lot  of  money  on  their  suc- 
cesses, but  that  is  the  key  reason  they  pour  so  much 
research  cash  into  finding  new  successes.  Aside  "from 
that,  though,  it  would  be  foolish  and  absurd  for  the 
United  States  to  get  into  the  business  of  unraveling  the 
hard-won  GATT  provisions  protecting  the  greatest 
resource  in  the  US.  —  the  nation's  current  and  future 
capacity  for  the  growth  in  inipllfrnial  property. 
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Sht  iitminoiham  Ntms 


March   6,    1996 


Weakened  drug  patent 
protection  slows  search 
for  medical  cures 


By  Braiwton  L  Maddox 


My  p-andf  ather  is  one  o(  the  people 
who  uugbi  me  the  Importance  of 
trying  lo  make  a  difference  in 
people  s  lives  He  is  mayor  of 
Centre,  a  small  town  near  Gadsden.  Every 
.Jay  he  looks  for  ways  to  better  the  lives  of 
people  around  him 

Like  my  grandfather.  I  want  to  dedicate 
myself  to  improving  the  quality  of  life  for 
people,  I  have  chosen  to  become  a  pharma- 
cist. To  me.  there  is  oothing  more  satisfymg 
than  helping  manage  a  pauenls  therapy  and 
'Watching  that  person  grow  stronger,  bealth- 
ier  and  more  full  of  life. 
I  know  from  expeneoce.  My  mother  is 
-completely  cured  of  breast  cancer,  thanks  in 
large  part  to  the  decades  of  research  and  ad- 
vanced medicines  now  available  to  her  and 
othen  who  suffer  from  this  dreaded  illness. 

Lost  perspective 

Yem  seems  as  if  some  members  of 
CcQgress  have  forgotten  the  everyday  people 
who  depend  on  this  research  and  innovative 
medicines  Maybe  the  geographic  distance 
from  Washmgton.  DC.  to  their  distncu 
makes  it  easier  for  them  lo  lose  perspective 
on  the  pnonties  and  needs  of  the  citizens  who 
elect  them.  I'm  sure  eacb  of  us  can  think  of 
examples  where  we  (eel  our  interests  have 
been  abandoned  because  of  the  pressure 
applied  on  Congress  by  'special"  mieresis 
For  me.  this  (ear  is  on  the  nse  again 

Congress  is  threatening  to  overturn  the 
foundation  of  one  of  the  most  important  tools 
upon  wbicb  pharmacists  rely.  In  response  to 
■  as  mtensive  lobbying  campaign  by  some  of 
the  big  companies  that  make  up  the  generic 
pharmaceutical  industry.  Congress  is  being 
asked  to  weaken  the  incentives  for  medical 
. research  that  lead  to  new  and  belter 
medicines 

Because  of  strong  patent  protection,  the 
research -based  pharmaceutical  industry  — 
the  source  of  95  percent  of  the  drug 
discoveries  m  this  country  —  invests  millions 
.o£ dollars  and  years  of  study  mto  every 
compound  that  reaches  the  pharmacy's 
shelves  It's  nsky  business  because  most  of 
the  compounds  don't  make  it.  And  those  that 
'  clo  have  to  pay  for  the  research  costs  of  those 
that  don't  Without  patent  protection  for  the 
winners,  the  dnig  companies  couldn't 
continue  pouring  dollars  mto  the  search 
No  one  can  reasonably  argue  that  the 
pharmaceutical  industry  doesn't  do  a  good 
Job  discovering  medicines.  So  good,  m  fact. 


that  the  geienc  industry  can't  wait  to  make 
copies.  Which  brings  us  back  to  the  possible 
coogressiofial  actJOD. 

WbcD  the  United  States  adopted  the 
priDdples  of  the  General  Agreement  on 
Tariffs  and  Trade,  it  extended  patents  on  all 
products.  Previously  the  patent  was  for  17 
ytMTS  from  the  date  the  patent  was  issued 
Now  its  20  years  from  the  date  of  the  patent 
BppUcatioo.  which  was  already  the  standard 
in  most  of  the  industnalued  world. 

To  DO  ooes  surprise,  the  generic  drug 
manufacturer?  were  not  supportive.  They  are 
trying  to  get  Googress  to  strike  down  the 
added  patent  pntectko  for  imwvaUve 
mediciDes  lo  they  can  begin  making  their 
own  copies  —  and  their  profits  —  sooner. 
They  have  oo  problem  with  every  other 
product  is  the  cwmtry  that  received 
identical  patent  protection  —  just  medicines. 

It  doesn't  seem  quite  fair,  considering  that 
the  generic  companies  make  their  mmey  by 
copying  the  work  of  others  But  perhaps 
mor»  disturbing  than  inequities  is  the  generic 
companies'  claim  that  they  are  only  ■ 
coccerned  about  costs  to  the  consumer.  That 
argument  is  shallow  and  sbortsigbted 

Generic  drugs  cost  far  less  than  brand 
name  drugs,  true,  thanks  in  part  to  all  the 
shortcuts  to  market  that  current  laws  allow. 
But  bow  much  money  have  new  mnovative 
drugs  uved  through  hospitalizations  avoided, 
or  surgenes  that  never  happened^  If 
Congress  acquiesces  to  the  generic  industry, 
this  won't  reduce  overall  costs.  It  would  only 
line  the  pockets  of  the  generic  industry, 
which  does  not  invest  a  dime  m  developing 
new  pitiducts- 

Say  what  you  will  about  the  research- 
based  companies,  they  are  the  ones  that 
invest  roughly  1&-18  percent  of  their 
revenues  into  research,  more  than  any  other 
research-based  industry  in  the  world. 

Quality  care 

As  a  future  health  care  provider.  I  will 
depend  on  new  and  innovative  discoveries  in 
medicine  that  will  allow  me  to  continue 
providmg  the  t^est  quality  of  care  to  my 
patients.  We  can  only  hope  that  m  the  future 
cures  will  be  found  for  todays  diseases. 

Weakened  patent  protection  will  slow  the 
search  for  cures.  Strong  patent  protection, 
like  that  under  GATT.  will  speed  it  up. 

Brandon  L  Maddox.  an  Alabama 
natitie.  is  a  phamuicv  student  and  former 
pharmacy  school  student  body  president  at 
the  Vrnvertity  of  North  Carolina  in  Chapei 
Hill  He  torote  this  for  The  News  _ 
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EDITORIALS 


What's  afsdr 
price  to  cure 
what  ails  you? 

Take  TOUT  pidc 
^  PluiiimifnTiral  pmtesireoot  tophmder 
the  '^^  iiumiimtMjmat^mtm^iin^^i  imit^%jnt^< 
robbmg  tfaem  of  tbisr  profits. 
^  MUboos  of  Ainencms  —  panxiiixrty  lenor 
ritTT^tK  —  ire  bemg  gouged  by  1  drug  Bidustry  mere 
mterested  m  wealtfa  than  health. 

Phjrrwa/'^iTvTil  Reaeardi  and  Manufacturers  of 
AiDcnca.  a  trade  mnratim.  would  itgue  tlie  firet 
powwn:  the  leoond  stance  is  taken  b]r  the  Genehc 
Drug  Equity  Coabzioo,  a  aemon  advocacy  ocganaaoaD. 

Each  bas  a  case  and,  ttaanks  to  Sen.  Dnid  Pttv, 
D-Aik..  each  taas  good  reasons  to  be  beanL 

Pryor  has  mtniduoed  S  1191.  the  Consumer  Access 
to  PrescnpooD  Drags  Act  of  1995.  in  a  notshefl.  Pryor 
wants  cheaper  drags,  and  he  wants  them  quidcer.  His 
act  wouU  hasten  genetic  Tctsoas  of  drags  coto  tfatf 
nmket  by  h  ^v  luiig  the  tengtfa  ot  tnne  a  drag's  ongmal 

(S  1191  purports  to  fix  a  gbtcfa  m  bst  year's  GATT.) 
The  Generic  Drag  Eqnay  r<iahtinn  tores  the  efiect 
the  legislatian  w31  hare  on  the  purchaaog  power  of 
semen  at  the  preaoipban  counter.  Okter  Amencans 
consume  up  to  a  third  of  the  S64  faiDuo  worth  a< 
presoiptxii  ditigs  sold  each  year  D  the  Untted  States. 

So  a  ■uiiiiiig  aiguuiuU  tor  Pryor s  proposal  B 
pretty  short  and  tweeL 
Or  B  a  too  short .  .  .  and  not  qiate  to  tweet? 
*Mr.  Pryor b orersinptfyBig  tfamgs,  yet  agam.'  says 
Lynda  I.  Nenesan.  who 
keeps  up  with  iederal  u^piijiwi 
tor  f^uxmaceuocai 
Research  and  ManufactunTS 
of  America. 

Tfas  does  not  came  as  a 
shock  to  Ms.  Nerseson.  wt>o 
nys  Pryor  "has  nrver  been 

Now  be  wants  to  shorten 

patents.  wtachMs.  Nenesian 
calls  the  Ueblood  of  the 

Her  side's  argument  s  also 
pretty  short,  d  not  so  sweel- 
OJW  jfmrting  to  a  consumer.  But 

^^■_    ^^  as  Ms.  Nersesan  puts  s: 

f^^  ^^^  There  sn't  anything  for 

^fty,  Certzmty  not  i  dose  of 

sopbsncaled  mrrtiranno  that 
can  oo6t  '^T^'^T*^^  and  'TwTtif»>c  of 
doUars  to  develop.  To  justify 
suchcostfy  —  andnsky  — 
^-^^      ^^MHv,     research,  drug  cuiiiuiiif  s 
V^^^  ■  '^'^      must  have  patents  thry  can 
^^^    -^^  depend  ao  kng  enough  to 

recxxip  their  expenses  and 
make  a  pro^l. 


VI 


If  noC  then  wbere's  the 
oeztiiflnde  drug  supposed  to 
come  frtm?  After  aD,  there's  just  so  mndi  you  cm  cure 
with  su^r,  kezDOD  juice  sod  wfabkcy. 

Tbete's  good  giuuud  to  stiDd  oo  oo  both  svies  erf 
S  lI9LWfaiciiB  why  we  hope  TouwiQ  give  tfats 

vocag  ngtniclioM  to  Miiiissippi  s  se&ttan,  Tfaad 
CoctmD  lod  Trent  LotL 
On  the  ooe  hmd  there's  the  desre  to  kvwer  the  cost 

expense.  On  the  oCber  faaxL  wttfaoottfaerenaaafafe 
cxpectatiQD  of  iiiiiBiit  maocy,  no  ptivste  business  shouki 
be  npected  to  spend  its  tune  Md  tressure  on  rese^iixfi 
sod  devekipoienL 

Before  there  ciD  be  a  gCDcnc  TenicB  of  sca^tfamg, 
there  fam  to  be  m  ongBMl;  ndonginality  carries  a  price. 

Ihe  Senate  DBVt  now  ^set  a  pnoe"  that  makes  drug 
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Safeguarding  US  Drug  Patents 


By  WlUiAM  E.  BROCK  III 
Tbe  U^  CoQcrcs  Oumu  credit 
wbea  It  boes  aometbtaff  ri|bL'  Cue 
u  point  tbe  Seuie  Fissaee  Com- 
miuec's  recent  dedsion  to  lUDd  ty 
Its  commitmcst  lo  lotcUcctoal  prop- 
erty nfbts.  u  codified  m  tbe  Gener- 
al Afrcemeoi  on  TvUb  and  Trade. 
Wbeo  tbe  Unigaay  Roaad  of 
GATT  DCffotutMes  was  mmpteted 

provide  tunc  kveis  of  patcflt  prD- 
tcction  iDunuuouUy.  This  tacloded 
standard II iDf  pjteot  lemis  at  20 
yean,  requiring  tb<  United  States  tn 
etiend  pateoi  protection  trooi  tbe 
previously  sanctioned  icnn  of  17 
yean  This  paieci  sundarduatioo 
worldwide  was  a  major  break- 
tbrott|b  for  Amencaa  bBttscsscs ' 


For  yean  VS.  nefotuton  tooght 
hard  to  level  tbe  paicni  protectsoo 
playuif  fteid  in  tbe  lace  of  eztcmnre 
loternatiooal  coonierfeltJD|  and 
tbeli  Tbe  raulu  of  tbe  GATT  oefo- 
tiations  on  intellectual  property. 
however,  are  now  under  attack  in 
evr  own  cotoitry  While  tbe  Senate 
has  repelled  tbe  Uiest  ananlt  on 
GATT  patem  provisiocB.  a  special 
inicresi  lobt>ym|  campupi  coqud- 
ues  to  urfet  Coofrcss  and  tbe  me- 
dia 

Generic  drug  compaoics  bav« 
bren  Tnaneuvenng  to  introduce  kg- 
islauon  thai  would  allow  tbem  to 
Ignore  the  GATT  agreement  Sen 
David  Pryor.  a  Key  -n)ponent  of  this 
legislauon.  has  ciau:.«d  that  traui 
tjon  provisions  provided  by  Coogrcn 
in  tbe  GATT  implefT>enUfig  legisU- 
tion  were  omiitcd  lor  genenc  com- 
panies as  a  result  ot  a  'mutake'  or 
'bureaucrauc  oversigbi* 


Yet.  drafters  of  tbe  tcgiilaUoo 
have  made  abuDdaatly  dear  Chat 
tbey  cooKKXBty  cbooie  to  maiotslD 
Ibe  debate  halaace  between  tbe  is- 
tcreitt  of  tbe  genenc  drag  firma  and 
tbe  piooeer  pharraaeesbeal  eompa- 
mes  that  was  enacted  to  1M4  wttb 
panage  of  tbe  liatcb*Waxman  Act 
To  do  otbcrwiae  «o«Jd  have  re> 
paired  Ibcm  to  wcrtim  Ibat  careful 
comprxxmae  as  a  part  of  tbe  Vn- 
gttay  Round  afrcemenL 

Tbe  United  Sutes  has  always  re- 
warded and  apuiicd  on  Ua  inaova- 
tors  with  tbe  uccsuve  of  patent 
prtnectfOQ.  American  kcadmhip  In 
industry.  «^»*»'^MfO'  and  entcrtalo- 

lo  tbe  acctptaacc  of  tbe  patent  prtb- 
ciple.  It's  abo  one  of  tbe  rcaaont  tbe 
United  Sutes  eonmtcBtly  kads  tbe 
world  u  pMoeenag  drvg  naearct. 
It  a  no  cnwadcsce  that  tbe  pbar- 
maccutical  indstrr  d  one  of  tbe 
tew  secton  of  tbe  U^  economy  en- 
joying a  balance  of  trade  nrplv 
with  tbe  rot  of  tbe  world. 

lo  many  ways  the  GATT  treaty 
codifies  \JS  leadership  m  tbe  world 
ol  Ideas,  particularly  in  cutling-edge 
tecboologtcs  soch  as  pharmaceuti- 
caia  and  btotecbootofy  Tbe  Senate 
Finance  Comnuttee  recofmied  that 
granting  genenc  drug  firms  an  ci- 
ccptjon  In  oubltsbed  patent  tcnm 
would  aet  tbe  wnxig  precedent. 

Tbe  Senaies  deosion  was  pre- 
mised on  tbe  fact  that  generic  drug 
maogfactnrers  already  have  been 
granted  an  enormous  concession  no- 
der  \JS  patent  la«  In  IMt.  tbe 
Hatch-V^azmao  Act  give  genenc 
manufacturers  tbe  nght  to  infnnge 
npoQ  tbe  laaovator  company's  pa- 
tent so  they  could  jump  start  their 


and  bring  tbe  generic  drag  to  mar- 
ket mere  rapidly.'  GcnerK  manalac- 
tnren  abo  were  allowed  to  ase  tbe 
■afety  and  cllicacy  data  of  tbe  pio- 
neer pbarmneentieaJ  firm.  No  other 


Now  tbe  generic  finns  want  not 
only  to  pimm  tbe  beneftu  of 
Batc*-«iiman  bnt  to  be  allowed  to 
Ifnore  Ibe  Iftyaar  patent  term  as 
prwvUed  tor  la  Ibe  GATT  agrre- 
menL  To  allow  tbe  generics  to  coo- 
lane  lo  benefit  from  Ibb  czeeptioo 
and  Ibcn  lake  adrttlwBal  advantage 
of  tbe  GATT  tramUioo  pronswns 
wonld  crwatc  a  very  milevel  playing 
5eld  ta  fanr  of  Ibe  t 
wnnld  gndaaUy  aidenntne 
iateUectnal  praperty  rights  tbe  Unit- 
ed Suus  has  langht  an  bard  to  ae* 

ConstrMi  aravnd  tbe  world  are 
still  to  tbe  procesa  of  Implementing 
Um  Urofuay  Round  Agreement 
Some  have  wUbbeU  tbeo-  own  ac- 
tion to  see  what  we  do.  Natjoas  that 
have  cost  American  inventors  bil- 
lions of  dollars  will  see  this  retreat 
on  our  part  as  a  ready  cxcnse  to 
implement  their  own  mioimalut 
versions  ol  intellectual  property 
protection.  It  will  be  difficult,  if  not 
impoasible.  for  tbe  United  Sutes  to 
force  other  natMUS  to  adhere  lo  tbe 
utenutMmal  accord  U  we  aet  this 
anfortunaie  precedepL 

Pmoeenng  drug  research  u  enor- 
mously czpcmive  and  nsky  It  ukes 
an  average  of  1}  years  and  t3iO 
million  to  develop,  test  and  produce 
a  single  new  drug  Only  one  tn  &.000 
compounds  lated  tn  the  latwraiory 
actually  makes  it  to  pharmacy 
shelves  and.  on  avcr^.  only  Uree 
in  10  of  these  ever  earns  a  return  on 


Ibe  initial  investment  of  time,  mon- 
ey and  bratn  power. 

Consumers  worldwide  are  the 
bmeficunea  of  Ihn  fystem.  By  re- 
wardiog  creativliy  and  lagcnuiiy. 
Amertcans  cn}oy  access  to  tbe  ne«- 

Ihe  neit  generation  of  pharmaceuti- 
cal brcakthraafbs.  Taj^ycn  bene- 
fit as  well  beeanae  tt  Ibe  uvinp 
that  win  be  rcaluad  tn  Intore 
bealth-care  costs.  Bnt  Ibe  aagoing 
eflons  of  Ibe  gcacne  drvg  compa- 
nies to  gam  advaauge  at  the  ca- 
pense  of  the  patent  system  and 
international  trade  agriumMU  leop- 
dnalbi 

tbe  tnM  coat  of  sbortcntng  drag  pa- 
tcnls.  Eroding  the  ncenlivcs  that  re- 
ward ptonecnng  drag  companies 
will  mean  les  reoearcb  devoted  to 
cures  for  cancer,  heart  diacasc. 
AIDS  and  Alibenner's.  Right  now. 


firms  arc  working  on  treatments  for 
these  life-tbreatening  doeaacs  and 
an  encyclopedu  of  other  Ulncsaes 
What  are  tbe  genenc  firms  doing'* 

The  Senate  Finance  Coonaittce 
was  right  to  epbold  GATT  and  aticfc 
with  lU  deosun  not  to  allow  generK 
drug  companies  to  csplott  pioneer 
drug  technology  before  Ibe  fall  lenn 
ol  drug  patents  expire.  It  was  a 
tough  deosun  made  in  tbe  cnae  of 
considerable  'cnnwiner'  groop  op- 
poaiiton  and  anaympatbetic  cover- 
age in  this  newspaper.  But  it  was 
the  right  decision,  made  tor  the 
right  reason  —  our  long-term  na- 
iKnil  interest 

m/fuffl  Brock  m.  a  lonner  US 
tfMdt  represenUfive.  rcprcacots 
Claso  Pharmaceul/cais 
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Sutherland,  Asbill  &  Brennan, 
Washington.  DC,  February  23,  1996. 

Memorandum 

Re:  Validity  Of  Purported  Fifth  Amendment  "Takings"  Objections  to  Legislative  Cor- 
rection Of  Congress's  Inadvertent  Failure  Fully  To  Apply  URAA  Transition 
Rules  To  the  Pharmaceutical  Industry. 

From:  Joel  E.  Hoffman,  Daniel  E.  Frank. 

There  is  no  legal  merit  whatsoever  to  Glaxo's  assertion  that  the  Brown/Pryor/ 
Chafee  bill  would  be  unconstitutional  as  a  "taking"  of  private  property.  First,  as  a 
matter  of  well-settled  constitutional  law,  the  bill  would  not  constitute  a  "taking." 
Second,  even  if  it  did,  the  "equitable  remuneration"  provision  of  the  bill  unquestion- 
ably gives  Jiffected  patent  holders  all  the  compensation  to  which  they  might  conceiv- 
ably be  entitled.  In  short,  Glaxo's  pvuijorted  "takings"  argument  is  a  sham. 

1.  The  "Takings"  Clause  of  the  Fifth  Amendment  provides:  "[N]or  shall  private 
property  be  taken  for  public  use  without  just  compensation"  (emphasis  added). 
Glaxo  mischaracterizes  the  Brown/Pryor/Chafee  bill  as  one  that  would  "repeal"  or 
"take  away  these  patent  term  extensions"  granted  by  the  URAA.  The  bill  does  no 
such  thing.  The  remedies  available  to  the  patent  holder  during  the  extensions  con- 
ferred by  the  URAA  on  drug  patents,  along  with  aU  other  patents,  are  simply 
brought  into  conformity  with  those  available  to  all  other  recipients  of  URAA  exten- 
sions. The  bill  merely  effectuates  Congress'  original  intent  in  the  URAA  to  make 
that  Act's  transitional  provisions  even-handedly  applicable  to  all  patents,  by  correct- 
ing the  inadvertent  omission  of  conforming  amendments  to  the  drug  and  patent 
laws  that  have  proven  necessary  for  that  purpose. 

Next,  Glaxo  extravagantly  characterizes  any  modification  of  rights  under  existing 
patents  as  a  "taking"  within  the  meaning  of  the  Fifth  Amendment.  This  is  simply 
false.  The  Congressional  Research  Service  (CRS),  in  its  authoritative  publication 
"The  Constitution  of  the  United  States  of  America:  Aneilysis  and  Interpretation" 
(1987),  expressly  distinguishes  mere  modifications  fi-om  "tsikings"  as  follows: 

"Congress  may,  however,  modify  rights  under  an  existing  patent,  provided  vested 
property  rights  are  not  impaired,  *  *  *."  (p.  329)  i 

The  Hatch- Waxman  Act  itself  made  such  a  modification,  by  repealing  as  to  all 
patents,  existing  as  well  as  future,  the  rule  of  Roche  Prods.,  Inc.  v.  Bolar  Pharma- 
ceutical Co..  733  F.2d  858  (Fed.  Cir.),  cert,  denied,  469  U.S.  856  (1984).  Opponents 
of  that  legislation  made  the  same  constitutional  objection  now  being  made  by  Glaxo; 
tellingly,  however,  and  despite  the  vehemence  of  the  arguments  made  to  Congress, 
there  is  not  a  single  reported  case  in  which  anyone  took  the  purported  objection  se- 
riously enough  even  to  raise  it  in  court. 

What  sorts  of  "modifications"  do  not  rise  to  the  level  of  a  "taking'7  The  most  obvi- 
ous is  imposition  of  a  compulsory  licensing  requirement,  as  reasonable  royalties,  on 
holders  of  existing  patents.  No  one  should  know  this  better  than  Glaxo — the  Su- 
preme Court  unanimously  told  it  so  in  United  States  v.  Glaxo  Group,  Ltd.,  410  U.S. 
52,  64,  71-72  (1973),  where  such  a  requirement  was  imposed  on  Glaxo  itself: 

"Mandatory  selling  on  specified  terms  and  compulsory  patent  licensing  at  reason- 
able charges  are  recognized  antitrust  remedies."  (Majority  opinion,  emphasis  added) 

"Compulsory  licensing  is  a  recognized  remedy  in  patent  misuse  cases,  *  *  *." 
(Dissenting  opinion) 

Not  only  the  courts,  but  also  Congress  can  constitutionally  impose  a  compulsory 
licensing  requirement,  and  Congress  has  done  so  in  at  least  ten  statutes  currently 
on  the  books.  (See  attached  list.)  At  least  one  of  these,  the  Plant  Variety  Protection 
Act,  uses  the  same  "equitable  remuneration"  terminology  as  the  Brown/Pryor/Chafee 
bill.  7  U.S.C.  §2404.  Not  one  of  these  statutes  has  ever  been  found,  or  even  chal- 
lenged in  a  reported  case,  as  unconstitutional.  The  worst  that  could  be  said  of  the 
Brown/Pryor/Chafee  bill,  for  purposes  of  constitutional  analysis,  is  that  it  is  tanta- 
mount to  compulsory  licensing  at  reasonable  royalties.  But  even  so  characterized, 
Glaxo's  own  litigation  history  shows  that  the  constitutionality  of  the  bill  cannot  seri- 
ously be  questioned. 

Moreover,  when  analyzed  on  its  own  terms  according  to  well-settled  constitutional 
principles  without  regard  to  labels  such  as  "compulsory  licensing,"  the  Brown/Pryor/ 
Chafee  bill  clearly  bears  no  resemblance  to  a  "taking."  Three  factors  must  be  consid- 
ered: The  nature  of  the  governmental  action,  the  severity  of  its  economic  impact, 


1  Courts  are  similzirly  free  to  modify  rights  under  existing  patents  by  remaking  legal  doctrine 
and  announcing  new,  more  restrictive  principles.  See,  e.g.,  Bendix  Corp.  v.  Balax,  Inc.,  471  F.2d 
149  (7th  Cir.  1972),  cert,  denied,  414  U.S.  819  (1973). 
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and  the  degree  of  interference  with  "reasonable,  investment-backed  expectations." 
E.g.,  Concrete  Pipe  and  Products  of  California,  Inc.  v.  Construction  Laborers  Pension 
Trust  for  Southern  California,  113  S.Ct.  2264  (1993).  In  the  Concrete  Pipe  case, 
which  is  the  Supreme  Court's  most  recent  exposition  of  the  subject,  the  Court  de- 
moHshed  any  notion  that  legislation  such  as  this  could  possibly  be  characterized  as 
a  "taking." 

Like  the  statute  involved  in  Concrete  Pipe,  the  Brown/Pryor/Chafee  bill  falls  far 
short  of  a  "taking"  in  all  three  respects: 

The  bill  does  no  more  than  narrow  the  range  of  remedies  available  to  holders  of 
existing  drug  patents  with  URAA-granted  extensions.  This  is  unquestionably  within 
the  scope  of  legitimate  regulatory  power  over  patents,  particularly  where  matters 
of  public  health  are  involved,  including  the  availability  of  affordable  healthcare. 
E.g.,  City  of  Milwaukee  v.  Activated  Sludge,  Inc.,  69  F.2d  577  (7th  Cir.  1934);  Vita- 
min Technologists,  Inc.  v.  Wise.  Alumni  Research  Foundation,  146  F.2d  941  (9th  Cir. 
1944).  "Given  the  propriety  of  the  governmental  powei;J,o  regulate,  it  cannot  be  said 
that  the  Taking  Clause  is  violated  whenever  legislation  requires  one  person  to  use 
his  property  for  the  benefit  of  another."  {Connolly  v.  Pension  Benefit  Guaranty 
Corp.,  Alb  U.S.  211  (1986))  The  Brown/Pryor/Chafee  bill  takes  nothing  for  the  Gov- 
ernment's own  use,  and  its  benefit  to  the  Government,  while  real,  is  "merely  inci- 
dental to  the  primary  congressional  objective"  {Concrete  Pipe) — in  this  case,  protect- 
ing both  the  public  health  and  the  reasonable,  investment-backed  expectations  of 
firms  that  made  substantial  investments  in  reliance  on  pre-URAA  patent  expiration 
dates; 

"mere  diminution  in  the  value  of  property,  however  serious,  is  insufficient  to  dem- 
onstrate a  taking" — even  a  "92.5  percent  diminution."  {Concrete  Pipe)  Regulation 
constitutes  a  "taking"  only  when  it  "denies  all  economically  beneficial  or  productive 
use,"  leaving  the  property  "economically  idle"  {Lucas  v.  South  Carolina  Coastal 
Council,  505  U.S.  1003  (1992),  emphasis  added)— which  obviously  is  not  the  effect 
of  the  Brown/Pryor/Chafee  bill,  inasmuch  as  affected  patent  holders  remain  entitled 
to  "equitable  remuneration,"  as  well  as  to  the  full  range  of  remedies  against  new 
generic  competitors  who  did  not  make  "substantial  investment"  prior  to  the  URAA 
effective  date; 

"Those  who  do  business  in  the  regulated  field  cannot  object  if  the  legislative 
scheme  is  buttressed  by  subsequent  amendments  to  achieve  the  legislative  end" 
{Concrete  Pipe),  and  thus  could  not  have  had  the  "reasonable,  investment-backed  ex- 
pectations" that  must  underlie  any  "takings"  claim — especially  so  in  this  case,  con- 
sidering the  vmexpected,  windfall  nature  of  Congress'  inadvertent  error,  the  hotly 
contested  legal  dispute  that  followed,  and  Congress'  prompt  initiation  of  efforts  to 
cure  the  error. 

2.  Even  if  the  Brown/Pryor/Chafee  bill  could  somehow  be  characterized  as  a  "tak- 
ing," its  requirement  of  "equitable  remuneration"  satisfies  all  constitutional  require- 
ments. The  Constitution  does  not  prohibit  "takings,"  it  merely  guarantees  "just  com- 
pensation." The  law  is  well  settled  that  any  constitutional  infirmity  in  a  compulsory 
licensing  requirement  is  cured  by  provisions  for  payment  of  "fair  and  reasonable" 
royalties.  E.g.,  Hartford-Empire  Co.  v.  United  States,  323  U.S.  386  (1945). 
"[RJeasonable  royalty,  [is]  the  traditional  benchmark  used  to  measure  just  com- 
pensation for  a  taking  of  patent  rights."  Leesona  Corp.  v.  United  States,  599  F.2d 
958  (Fed.  Cir.),  cert,  denied,  444  U.S.  991  (1979). 

The  federal  courts  have  ample  experience  in  setting  reasonable  royalties  that 
meet  constitutional  standards.  See,  e.g..  United  States  v.  National  Lead  Co.,  332 
U.S.  319  (1947);  Leesona  Corp.  v.  United  States.  There  is  no  reason  to  fear  that  "eq- 
uitable remuneration"  as  set  by  these  same  federal  courts  would  fall  short  of  any 
standard  that  might  be  held  applicable,  statutory  or  constitutional.  The  Brown/ 
Pryor/Chafee  bill  unquestionably  passes  constitutional  muster. 

COMPULSORY  REASONABLE-ROYALTY  LICENSING  STATUTES 

Arms  Control  and  Disarmament  Act,  22  U.S.C.  §  2572 
Atomic  Energy  Act  of  1954,  42  U.S.C.  §§2183,  2188 
Clean  Air  Amendments  of  1970,  42  U.S.C.  §  7608 
Coal — Production  and  Conservation,  30  U.S.C.  §666 
Foreign  Assistance  Act  of  1961,  22  U.S.C.  §  2356(a) 
Helium  Act,  50  U.S.C.  §  167b 

Judiciary  and  Judicial  Procedure  (United  States  Court  of  Federal  Claims),  28 
U.S.C.  §  1498 
Plant  Variety  Protection  Act,  7  U.S.C.  §  2404 
Sohd  Waste  Disposal  Act,  42  U.S.C.  §6981 
Tennessee  Valley  Authority  Act  of  1933,  16  U.S.C.  §831r 
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Memorandum 

SUMMARY 

This  memorandtim  briefly  evaluates  the  Fiflh  Amendment  implications  of  con- 
gressional efforts  to  repeal  previously  granted  patent  rights.  While  the  facts  under- 
Ijing  this  legal  question  are  derived  from  several  federal  statutes  and  treaties,  at 
their  core,  the  facts  are  straight  forward:  In  1994,  the  federal  government  enacted 
legislation  that  extended  some  patent  terms  prior  to  their  expiration.  That  legisla- 
tion was  signed  into  law  and  the  patent  term  extension  rights  took  affect.  Congress 
now  is  considering  legislation  that  would  give  generic  drug  manufacturers  addi- 
tional rights  beyond  those  enjoyed  by  other  potential  patent  infringers,  effectively 
taking  back  the  patent  term  extension  rights  from  some  pharmaceutical  patent 
holders.  Such  legislation,  if  enacted,  would  directly  implicate  constitutional  rights 
guaranteed  under  the  "takings  clause"  of  the  Fiflh  Amendment  to  the  United  States 
Constitution.! 

The  takings  clause  is  one  of  the  core  constitutional  rights  guaranteed  by  the  bill 
of  rights.  As  the  Supreme  Court  has  said:  This,  as  has  been  oflen  observed,  is  a 
government  of  law,  and  not  a  government  of  men:  and  it  must  never  be  forgotten 
that  under  such  a  government,  with  its  constitutional  limitations  and  guaranties, 
the  forms  of  law  and  the  machinery  of  government,  with  all  their  reach  and  power, 
must,  in  their  actual  workings,  stop  on  the  hither  side  of  the  unnecessary  and  un- 
compensated taking  or  destruction  of  any  private  property,  legally  acquired  and  le- 
gally held.2 

Patent  rights,  like  all  private  property  rights  are  defined  by  law.  The  authority 
to  create  patent  rights  is  expressly  authorized  by  the  Constitution,^  and  therefore, 
it  is  within  the  federal  government's  discretion  to  determine  when  and  what  patent 
rights  to  grant.  But  while  the  federal  government  has  the  authority  to  create  patent 
rights,  it  does  not  have  the  constitutional  authority  to  simply  take  those  rights  back 
or  destroy  them  once  granted.  Under  a  century  and  a  half  of  Supreme  Court  rulings, 
patent  rights  become  vested  private  property  rights  once  granted.  Therefore,  the 
takings  clause  would  apply  if  Congress  now  were  to  take  back  previously  granted 
patent  term  extension  rights. 

The  takings  clause  does  not  create  an  absolute  prohibition  against  government 
taking  private  property.  Instead,  it  provides  a  remedy  to  the  injured  party — "^ust 
compensation."  The  Fifth  Amendment  requires  that  a  property  holder  be  made 
whole  by  the  government.  In  other  words,  the  property  holder  must  be  placed  in  the 
same  financial  position  the  property  holder  would  otherwise  have  been  in  had  the 
property  interests  not  be  taken  by  the  government. 

The  patent  term  extension  rights  in  question  were  legally  acquired  and  are  legally 
held  pursuant  to  federal  law.  If  Congress  now  were  to  repeal  those  patent  term  ex- 
tension rights — regardless  of  how  that  repeal  is  effected — the  takings  clause  would 
require  that  the  patent  term  extension  holders  be  fully  compensated  by  the  federal 
government. 

BACKGROUND 

/.  The  Uruguay  Round  Agreements  Act 

On  December  8,  1994,  President  Clinton  signed  the  Uruguay  Round  Agreements 
Act  ("URAA")  implementing  the  most  recent  obligations  of  the  United  States  under 
the  General  Agreement  on  Trade  and  Tariffs  ("GATT").4  The  URAA  conformed  Unit- 
ed States  patent  law  to  the  international  standards  agreed  to  under  GATT.  As  a 
result,  all  U.S.  patents  in  affect  on  June  8,  1995,  had  their  terms  changed  to  the 
longer  of  either  17  years  from  the  date  of  grant  or  20  years  from  the  date  on  which 
the  application  was  filed.^  This  change  extended  the  patent  terms  of  thousands  of 
existing  patents,  including  a  nvunber  of  pharmaceutical  patents. 

//.  Subsequent  litigation 

The  scope  of  the  patent  term  extension  rights  granted  to  pharmaceutical  products 
under  the  URAA  immediately  became  the  subject  of  considerable  Utigation^  and 
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agency  review.''  Manufacturers  of  generic  pharmaceutical  products  argued  that 
when  the  URAA  is  read  together  with  the  Drug  Price  Competition  and  Patent  Term 
Restoration  Act  of  1984  (the  "Hatch-Waxman  Act"),^  generic  versions  of  pharma- 
ceutical products  could  be  approved  for  marketing  during  the  patent  term  extension 
period  pursuant  to  the  URAA  s  "substantial  investment  provisions.^ 

Both  the  U.S.  Food  and  Drug  Administration  ("FDA")  and  the  federal  courts  re- 
jected this  argument.  They  held  that  an  abbreviated  new  drug  application  ("ANDA") 
that  allowed  a  pharmaceutical  product  to  be  marketed  prior  to  the  expiration  of  a 
URAA-extended  patent  could  not  be  approved,  i"  As  the  Federal  Circuit  stated:  "A 
generic  drug  manufacturer  infringes  when  it  files  an  ANDA  to  obtain  FDA  approval 
to  market  a  generic  drug  'before  the  expiration'  of  the  drug  patent."  ^i  Both  the  FDA 
and  the  courts  rejected  arguments  that  the  "substantial  investment"  provisions  of 
the  URAA  authorized  such  ANDA  approvals:  'The  URAA,  however,  works  no 
change  on  the  definition  of  infringement  under  section  271(e)(2)  and  has  no  affect 
on  the  statutory  provisions  relating  to  FDA  approval  of  ANDAs  that  are  triggered 
by  that  act  of  infringement." 

The  bottom  line,  under  cxirrent  law,  is  that  all  manufacturers  who  submit  an 
ANDA  on  a  drug  currently  covered  by  a  patent  must  include  a  certification  of  the 
"date  on  which  [the]  patent  will  expire."  ^^  This  certification  must  be  based  on  the 
URAA-extended  patent  term.^^  As  a  result,  the  "right  to  exclude  others"  embodied 
in  the  URAA  patent  term  extensions  for  pharmaceutical  products  is  currently  en- 
forceable both  vmder  patent  law  and  by  the  FDA  bar  against  marketing  unapproved 
pharmaceutical  products. 

///.  Proposed  legislation 

The  generic  manufacturers,  having  lost  before  the  FDA  and  the  federal  courts, 
now  have  asked  Congress  to  change  the  law.  Several  legislative  proposals  have  been 
introduced  that  would  have  the  affect  of  repealing  the  patent  term  extensions  for 
pharmaceutical  products  granted  by  the  URAA.i'*  These  legislative  proposals  would 
repeal  the  ANDA  approval  restrictions  during  the  patent  term  extension  period 
vmder  the  Hatch-Waxman  Act.^^  These  proposals  also  would  remove  remedies  guar- 
anteed under  current  patent  laws,  limiting  the  patent  term  extension  holders  to  "eq- 
uitable remuneration"  rather  than  their  fiiU  measure  of  damages  for  infringement.  ^^ 

The  FDA  and  the  federal  courts  have  held  that  pharmaceutical  patent  holders 
whose  patents  were  extended  by  the  URAA  could  exclude  others  from  marketing 
those  patented  drugs  during  the  extension  periods.  These  legislative  proposals 
would  overturn  the  rulings  of  the  FDA  and  the  federal  courts  by  allowing  marketing 
during  the  URAA  extension  period.  As  such,  this  legislation,  if  enacted,  would  re- 
peal the  benefits  of  the  URAA  patent  term  extensions,  effectively  repealing  the  pat- 
ent term  extension  rights. 

DISCUSSION 

The  takings  clause  of  the  Fifth  Amendment  of  the  United  States  Constitution 
states  "*  *  *  nor  shall  private  property  be  taken  for  public  use,  without  just  com- 
pensation." ^"^  The  takings  clause  protects  citizens  from  having  their  government 
taking  their  private  property  for  public  use  without  just  compensation;  thereby, 
placing  a  constitutional  limit  on  the  federal  government's  right  of  eminent  domain.  ^® 

A  takings  clause  claim  will  succeed  when: 

1.  the  interest  is  a  vested  "private  property  interest;"  and 

2.  the  interest  was  "taken"  by  the  government. 

The  takings  clause  does  not  prohibit  the  federal  government  from  taking  (or  con- 
demning) private  property;  but  instead,  provides  the  property  owner  with  a  remedy 
for  such  government  actions — just  compensation. 

The  takings  clause  is  applicable  to  legislative,  as  well  as  regulatory  takings  ^^  and 
protects  property  held  by  both  individuals  and  corporations. ^o  The  takings  clause  is 
self-executing  and  thus  gives  rise  to  a  cause  of  action  regardless  of  whether  or  not 
Congress  has  provided  a  statutory  procedure  authorizing  one.^i  If  Congress  has  not 
established  a  mechanism  for  obtaining  just  compensation,  the  government  takings 
may  be  prohibited  altogether  by  the  courts. 22 

As  discussed  below,  legislation  that  has  the  affect  of  repealing  vested  patent  term 
extension  rights  easily  fall  within  the  scope  of  the  protections  provided  by  the 
takings  clause  of  the  Fifth  Amendment.  As  such,  the  patent  term  extension  holders 
would  be  entitled  to  just  compensation  from  the  federal  government. 

/.  The  patent  term  extensions  are  vested  "private  property  interests" 

For  repeal  of  the  patent  extensions  to  constitute  a  takings  under  the  Fifth  Amend- 
ment, the  patent  extensions  must  constitute  "private  property"  for  purposes  of  the 
takings  clause.^^  At  their  core,  all  property  interests  are  defined  by  laws.^'*  Some 
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property  interests  are  derived  from  common  law,  while  other  property  interests  are 
derived  from  local,  state  and  federal  statutes  and  regulations.  The  meaning  of  "pri- 
vate propertjr"  under  the  takings  clause  is  a  federal  question;  however,  the  question 
is  answered  in  the  context  of  the  underlying  law  that  defines  the  property  interest 
at  issue.25  Since  property  rights  are  defined  by  laws,  it  is  not  surprising  that  prop- 
erty rights  created  by  laws  have  long  been  recognized  as  "private  property"  for  pur- 
poses of  the  takings  clause.^s 

Patent  rights  are  a  t3rpe  of  intangible  property  interest  created  by  federal  law. 
Though  a  variety  of  intangible  interests  are  protected  as  property  under  the  Con- 
stitution,^^ patent  rights  have  perhaps  the  longest  pedigree  of  unambiguous  judicial 
recognition  as  property.^s  For  example,  in  1848  the  Supreme  Court  held:  The  repeal 
[of  patent  law],  however,  can  have  no  effect  to  impair  the  right  of  property  then  ex- 
isting in  a  patentee,  or  his  assignee,  according  to  the  well  established  principles  of 
this  court  in  8  Wheat.,  493;  the  patent  must  therefore  stand  as  if  the  Acts  of  1793 
and  1800  remained  in  force[.]  ^9 

And  in  1885,  the  Supreme  Court  held:  It  was  authoritatively  declared  in  James 
v.  Campbell,  104  U.S.  356,  that  the  right  of  the  patentee,  under  letters  patent  for 
an  invention  granted  by  the  United  States,  was  exclusive  of  the  government  of  the 
United  States  as  well  as  of  all  others,  and  stood  on  the  footing  of  all  other  property, 
the  right  to  which  was  secured,  as  against  the  government,  by  the  constitutional 
guaranty  which  prohibits  the  taking  of  private  property  for  public  use  without  just 
compensation[.]  3° 

This  long  history  of  recognizing  and  protecting  the  property  rights  embodied  in 
a  patent  undoubtedly  is  due  in  some  part  to  the  fact  that,  unlike  other  intangible 
property  rights,  the  Constitution  explicitly  authorized  Congress  to  secure  patent 
rights.31 

The  nature  of  the  rights  granted  by  patents  dictates  that  patent  rights  be  consid- 
ered private  property  interests.  A  patent  gives  the  patent  holder  the  right  to  "ex- 
clude others  from  making,  using,  offering  for  sale,  or  selling"  the  patented  product 
or  process.32  The  federal  courts  have  consistently  held  that  the  right  to  "exclude  oth- 
ers" is  itself  an  essential  private  property  right.  As  one  court  succinctly  put  it,  "The 
Eatent  right,  solely  that  of  excluding  others,  is  the  fundamental  element  of  all 
uman  rights  called  'property.' "  ^3  Or  as  the  Supreme  Court  recently  said  in  the 
context  of  real  property:  "Such  pubUc  access  would  deprive  petitioner  of  the  right 
to  exclude  others,  'one  of  the  most  essential  sticks  in  the  bundle  of  rights  that  are 
commonly  characterized  as  property.* "  ^ 

Patents  also  possess  other  attributes  of  private  property  that  courts  have  consid- 
ered when  determining  that  a  private  interest  is  a  property  interest.  For  example, 
a  fishing  license  granted  under  state  law  was  considered  a  private  property  interest 
because  it  could  be  freely  sold,  devised,  or  passed  on  to  an  estate.^^  Patents  possess 
these  same  additional  attributes  of  other  private  property  interests.^s 

The  patent  term  extensions  granted  by  the  URAA  possess  the  same  property  at- 
tributes possessed  by  other  patent  interests.  The  patent  term  extension  rights,  like 
all  patent  rights,  were  created  by  federal  statute.  The  URAA  gave  the  patent  hold- 
ers an  additional  period  of  time  during  which  they  can  "exclude  others"  from  pos- 
sessing their  products — "one  of  the  most  essential  sticks  in  the  bundle  of  rights  that 
are  commonly  characterized  as  property."  Finally,  the  patent  term  extensions  pos- 
sess other  attributes  of  property  since  they  could  be  sold,  devised,  encumbered,  or 
passed  on  to  an  estate.  Therefore,  the  patent  term  extensions  have  the  attributes 
of  private  property  for  purposes  of  the  takings  clause. 

Once  a  property  right  has  vested,  the  government  may  not  take  that  property 
without  just  compensation.^''  Patent  rights  are  similar  to  a  grant  of  an  estate  for 
years  in  real  property  in  that  both  types  of  property  interest  run  prospectively,  but 
vest  when  received,  even  without  "an  investment-backed  expectation"  in  the  prop- 
erty. For  example,  in  Hodel,^^  the  Supreme  Court  found:  The  extent  to  which  any 
of  appellees'  decedents  had  "investment-backed  expectations"  in  passing  on  the 
property  is  dubious  *  *  *  None  of  the  appellees  here  can  point  to  any  specific  in- 
vestment-backed expectation  beyond  the  fact  that  their  ancestors  agreed  to  accept 
allotment  only  after  ceding  to  the  United  States  large  parts  of  the  original  great 
Sioux  Reservation.  39 

Nonetheless,  in  the  absence  of  any  clear  investment-backed  expectation,  the  Hodel 
Court  went  on  to  hold  that  there  was  a  vested  property  interest  protected  by  the 
takings  clause.  The  Supreme  Court  long  ago  pointed  out  that  patents  also  vest  when 
received  as  a  matter  of  right.-*"  Indeed,  the  Supreme  Court  in  McClurg  explicitly 
held  that  a  repeal  of  a  patent  statute  "can  have  no  effect  to  impair  the  right  of  prop- 
erty then  existing  in  a  patentee,  or  his  assignee  *  *  *"'*^ 

James  perhaps  best  illustrates  the  principle  that  patent  rights  vest  upon  granting 
with  or  without  an  investment-backed  expectation.''^  In  James,  the  patent  in  ques- 
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tion  had  been  extended  by  the  federal  government  three  times  after  its  initial 
grant.'*^  In  spite  of  the  many  extensions,  when  the  government  attempted  to  use  the 
patent,  the  Supreme  Court  held:  The  United  States  had  no  such  prerogative  as  that 
which  is  claimed  by  the  sovereigns  of  England,  by  which  it  can  reserve  to  itself,  ei- 
ther expressly  or  by  implication,  a  superior  dominion  and  use  in  that  which  it 
grants  by  letters  patent  to  those  who  entitle  themselves  to  such  grants.  The  Govern- 
ment of  the  United  States,  as  well  as  the  citizen,  is  subject  to  the  Constitution;  and 
when  it  grants  a  patent,  the  grantee  is  entitled  to  it  as  a  matter  of  right,  and  does 
not  receive  it,  as  what  originally  supposed  to  be  the  case  in  England,  as  a  matter 
of  grace  and  favor. "^^ 

Because  patents  are  property  interests  that  vest  when  granted,  the  patent  term 
extensions  vested  the  moment  the  URAA  was  signed  into  Taw.  For  all  of  these  rea- 
sons, under  current  case  law,  the  patent  term  extension  rights  constitute  "private 
property"  for  purposes  of  the  takings  clause. 

II.  The  patent  extensions  would  he  "taken"  by  the  proposed  legislation 

Not  all  government  interference  with  private  property  rise  to  the  level  of  a 
takings.  It  is  necessary  for  the  courts  to  mstinguish  between  a  legitimate  exercise 
of  pouce  powers  and  the  confiscation  of  property.  As  the  courts  have  often  said, 
"while  property  may  be  regulated  to  a  certain  extent,  if  regulation  goes  too  far  it 
will  be  recognized  as  a  takings."''^  The  determination  of  when  goveminent  action 
"goes  too  far"  fi-equently  requires  a  case-by-case  determination;  however,  the  courts 
have  recognized  several  types  of  interference  that  are  per  se  takings.  As  the  Su- 
preme Court  recently  held:  We  have,  however,  described  at  least  two  discrete  cat- 
egories of  regulatory  action  as  compensable  without  a  case-specific  inquiry  into  the 
public  interest  advanced  in  support  of  the  restraint.  The  first  encompasses  regula- 
tions that  compel  the  property  owner  to  suffer  a  physical  "invasion"  of  his  property. 
In  general  (at  least  with  regard  to  permanent  invasions),  no  matter  how  minute  the 
intrusion,  and  no  matter  how  weighty  the  public  purpose  behind  it,  we  have  re- 
quired compensation  *  ♦  *  The  second  situation  in  which  we  have  found  categorical 
treatment  appropriate  is  where  regulation  denies  all  economically  beneficial  or  pro- 
ductive use  of  land."*^ 

The  legislative  changes  proposed  should  easily  fall  within  one  or  both  of  these  per 
se  categories.  As  previously  mentioned,  the  property  interest  granted  by  a  patent 
consists  of  the  right  to  "exclude  others  from  making,  using,  offering  for  sale,  or  sell- 
ing" the  patented  product  or  process."*'  As  one  commentator  recently  stated:  Loretto 
V.  Teleprompter  Manhattan  CATV  Corp.,*^  in  which  the  Court  held  that  a  perma- 
nent, physical  occupation  always  is  a  taking,  was  one  of  the  first  modem  takings 
cases  to  reattach  the  takings  analysis  to  the  common  law  of  property.  Here  the  cat- 
egorical protection  of  the  right  to  exclude  others  emerged  from  the  common  law's 
ancient  protection  against  trespass."*^ 

The  proposed  legislation  would  take  away  the  pharmaceutical  patent  holders' 
right  to  exclude  others.  From  a  takings  clause  standpoint,  it  is  irrelevant  how  Con- 
gress accomplishes  this  property  destruction.  Whether  through  a  direct  repeal  of  the 
URAA,  amendment  of  its  provisions,  or  amendment  of  other  federal  laws,  the  legal 
questions  are  the  same:  Did  the  patent  term  extension  holders  have  the  right  to  ex- 
clude others  from  manufacturing  their  products  before  the  legislation?  And  if  so,  do 
they  still  have  the  right  to  exclude  others  from  manufacturing  their  products  after 
the  legislation? 

The  first  question  has  already  been  answered  affirmatively  by  the  FDA  and  the 
federal  courts.  Therefore,  if  after  enactment  of  the  proposed  legislation,  the  pharma- 
ceutical patent  holders  no  longer  have  the  right  to  exclude  others  from  manufactur- 
ing and  using  their  patented  products  durihg  the  patent  term  extension  period,  the 
legislation  would  have  allowed  others  to  "invade  the  property  interest."  As  such,  the 
legislation  would  constitute  a  per  se  takings. 

The  proposed  legislation  also  would  deny  the  patent  holders  all  economically  bene- 
ficial uses  of  the  patent  term  extensions.  Before  such  a  repeal,  the  patent  term  ex- 
tensions could  be  sold  or  licensed  for  valuable  consideration.  After  a  repeal,  the  pat- 
ent term  extensions  would  be  worthless  since  no  one  would  be  willing  to  pay  for 
rights  they  could  obtain  without  payment.  "Surely,  at  least,  in  the  extraordinary  cir- 
cumstance when  no  productive  or  economically  beneficial  use  of  land  is  permitted, 
it  is  less  realistic  to  indulge  our  usual  assumptions  that  the  legislature  is  simply 
'adjusting  the  benefits  and  burdens  of  economic  life.'"^^ 

When  a  government  action  constitutes  a  per  se  takings,  the  governments  motiva- 
tion behind  the  takings  is  irrelevant  to  the  takings  clause  analysis.  Regardless  of 
the  public  policy  goals  offered  by  proponents  as  justification  for  the  government  ac- 
tion, regardless  of  the  public  good  that  might  come  from  the  government  action,  the 
protections  of  the  takings  clause  attach. 
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There  can  be  little  doubt  that  a  repeal  of  the  patent  term  extensions  would  totally 
destroy  the  private  property  interests  embodied  in  those  extensions.  It  is  difficult 
to  imagine  that  such  a  total  destruction  of  the  property  interests  could  be  considered 
"regulation,"  rather  than  a  government  action  that  "goes  too  far."  A  repeal  would 
deprive  the  patent  holders  of  the  right  to  exclude  others  allowing  others  to  invade 
the  property  interests.  A  repeal  also  wotild  destroy  any  economically  beneficial  use 
of  the  patent  term  extensions.  Since  the  patent  term  extensions  are  private  property 
interests,  a  legislative  repeal  of  those  property  interest  should  constitute  per  se 
takings  under  the  takings  clause. 

///.  Just  compensation 

When  the  government  takes  private  property,  the  property  holder  is  entitled  to 
*^ust  compensation."  Just  compensation  under  the  Fifth  Amendment  means  the  fiill 
monetary  equivalent  of  the  property  taken  ^^  without  reference  to  what  the  taker 
may  have  gained. ^^  xhe  owner  of  the  property  is  entitled  to  be  put  in  as  good  a  posi- 
tion as  if  the  property  had  not  been  taJten.^^ 

In  determining  the  value  of  just  compensation,  generally,  the  highest  value  and 
best  use  of  the  property  is  considered.^'*  In  addition,  compound  interest  ft-om  the 
date  of  the  takings  to  the  time  of  the  compensation  is  included  in  the  calculation 
of  just  compensation. 5^  Therefore,  should  Congress  now  repeal  the  patent  term  ex- 
tensions, the  extension  holders  would  be  entitled  to  be  placed  in  the  same  financial 
position  they  would  be  in  had  the  patent  term  extensions  not  been  repealed. 

The  takings  clause  may  not  be  evaded  or  impaired  by  any  form  of  legislation.^^ 
The  determination  of  amovmt  of  just  compensation  is  left  solely  to  the  courts.  Con- 
gress has  no  power  to  make  a  final  determination  of  just  compensation  or  to  pre- 
scribe what  constitutes  due  process  of  law  for  its  ascertainment.^'' 

The  proposed  legislation  would  require  that  patent  term  extension  holders  receive 
"equitable  remuneration."  Because  no  power  exists  in  any  other  department  of  the 
government  to  declare  what  just  compensation  shall  be,  or  to  prescribe  any  binding 
rule  in  that  regard,  this  provision  could  in  no  way  be  binding  on  the  coiuls.^^  If 
the  courts  determined  that  "equitable  remuneration"  was  something  less  than  the 
just  compensation  guaranteed  by  the  Constitution,  the  equitable  remuneration 
would  fail  to  meet  the  requirements  of  the  takings  clause.  As  such,  the  federal  gov- 
ernment would  still  have  the  constitutional  obUgation  to  make  the  patent  term  ex- 
tension holders  whole — i.e.,  the  federal  government  would  be  responsible  for  the  dif- 
ference between  "equitable  remuneration"  and  just  compensation.  This  problem 
could  be  avoided  by  defining  "equitable  remuneration"  as  equal  to  "^ust  compensa- 
tion" in  the  legislation. 

CONCLUSION 

More  than  150  years  of  judicial  interpretations  of  the  takings  clause  have  made 
clear  that  patent  rights  are  private  property  interests  that  vest  at  the  time  of  grant- 
ing for  purposes  of  the  takings  clause.  As  such,  the  patent  term  extensions  granted 
by  Congress  should  constitute  private  property  interests  that  vested  at  the  time  the 
URAA  was  signed  into  law.  Repealing  the  patent  term  extensions  now  would  allow 
others  to  invade  those  private  property  interests  and  would  destroy  all  economically 
beneficial  use  of  those  private  property  interests.  Therefore,  such  a  repeal  should 
constitute  per  se  takings  entitling  the  patent  term  extension  holder  to  just  com- 
pensation. As  such,  if  the  government  were  to  repeal  the  patent  term  extensions, 
the  patent  term  extension  holders  would  be  entitled  to  be  placed  in  the  same  finan- 
cial position  they  would  have  been  in  had  the  extensions  not  be  repealed. 
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SUMMARY 

This  memorandum  analyzes  the  application  of  transition  provisions  of  the  WTO 
Agreement  on  Trade-Related  Intellectual  Property  Rights  ("TRIPS")  to  the  Pryor 
and  Brown  bills,  which  would  authorize  U.S.  and  foreign  pharmaceutical  companies 
to  market  generic  copies  of  U.S.  pioneer  drugs  prior  to  the  expiration  of  the  new 
20-year  Uruguay  Round  patent  term.  Briefly  summarized,  our  conclusions  are  as  fol- 
lows: 

1.  The  United  States  is  under  no  legal  obligation  to  create  special  WTO  transition 
provisions  for  generic  drugs.  TRIPS  Article  70:4  is  discretionary,  and  its  implemen- 
tation in  U.S.  law  should  be  consistent  with  long-standing  U.S.  trade  policy  objec- 
tives. 

2.  Proponents  of  the  Pryor  and  Brown  bills  cannot  legitimately  assert  that  Con- 
gress overlooked  the  Waxman-Hatch  Amendments  (Waxman-Hatch)  in  the  Uruguay 
Round  Agreements  Act  (URAA).  The  URAA  amended  the  definition  of  patent  in- 
fiingement  under  35  U.S.C.  271(e),  and  explicitly  referenced  Waxman-Hatch  in  the 
Statement  of  Administrative  Action  (SAA).  Instead,  it  would  appear  that  Congress 
deliberately  adopted  a  policy  of  requiring  generic  pharmaceutical  manufacturers  to 
be  treated  just  like  other  U.S.  industries  when  they  seek  to  take  advantage  of  the 
TRIPS  transition  rule  set  forth  in  Article  70:4. 

3.  While  they  have  been  characterized  as  mere  "technical  corrections,"  the  Pryor 
and  Brown  bills  raise  serious  WTO  issues  and  invite  a  dispute  settlement  challenge 
by  a  WTO  member  with  pioneer  drug  patents. 

4.  The  Pryor  and  Brown  bills  would  undercut  U.S.  efforts  to  deal  with  a  disas- 
trous WTO  provision  granting  developing  countries  a  lengthy  transition  period  to 
implement  TRIPS.  In  addition,  they  would  pose  a  major  obstacle  to  U.S.  efforts  to 
challenge  bilaterally  inadequate  IPR  protection  under  Section  301  of  our  trade  laws. 
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Although  the  Uruguay  Round  Agreement  on  Trade-Related  Intellectual  Property 
Rights  ("TRIPS")  represents  an  improvement  in  global  protection  of  intellectual 
property  rights  (IPR),  the  transition  provisions  were  a  major  disappointment  to  U.S. 
industry  and  seriously  undercut  any  improvements  in  IPR  standards  and  enforce- 
ment achieved  in  the  Uruguay  Round. 

The  U.S.  International  Trade  Commission  has  estimated  that  infringement  of  U.S. 
intellectual  property  rights  (IPR)  results  in  massive  annual  losses  for  American  in- 
dustry. While  most  OECD  countries  now  offer  protection  for  intellectual  property,  i 
Siracy  remains  a  pervasive  problem  in  many  developing  countries  (LDCs),  where  li- 
cit copying  and  infringement  have  long  been  regarded  as  normal  business  prac- 
tices. As  a  result,  LDC  markets  have  been  flooded  by  illicit  sound  recordings,  phar- 
maceuticals, videos,  computer  software,  and  counterfeit  U.S. -branded  merchandise. 

Accordingly,  a  key  U.S.  objective  in  the  Uruguay  Round  was  to  secure  recognition 
and  adoption  of  international  IPR  standards,  effective  enforcement  procedures,  and 
a  short  transition  modeled  on  NAFTA  and  recent  bilateral  agreements.  In  NAFTA, 
the  United  States  negotiated  a  12-18  month  transition  regime,  which  ensured  that 
Canada  and  Mexico  would  fully  implement  their  IPR  commitments  in  less  than  two 
years. 

a.  Patent  provisions  of  TRIPS 

TRIPS  establishes  minimum  standards  for  Members  of  the  World  IVade  Organiza- 
tion ("WTO")  for  protecting  patents,  trademarks,  copyrights,  trade  secrets,  geo- 
graphical indications,  and  semiconductor  lay-out  designs.  Because  the  WTO's  Mem- 
bership includes  most  major  trading  nations  (except  China  and  Russia,  which  are 
in  the  process  of  acceding),  the  agreement  eventually  should  improve  global  IPR  pro- 
tection and  enforcement. 

However,  the  U.S.  and  European  Union,  which  were  the  principal  proponents  of 
TRIPS  in  the  Uruguay  Roiuid,  failed  to  overcome  strong  opposition  from  major 
LDCs,  such  as  India  and  Brazil,  to  an  abbreviated  transition  regime.  As  a  result, 
the  Uruguay  Round  TRIPS  transition  provisions  are  seriously  deficient. 

The  concessions  made  to  the  LDCs  will  be  particularly  costly  for  U.S.  producers 
of  drugs  and  agricultural  chemicals.  Many  LDCs  have  simply  refused  to  grant  or 
recognize  patents  for  pharmaceutical  and  agrichemical  inventions  for  dubious  pubhc 
poUcy  reasons.  In  addition,  in  the  past,  many  LDCs  and  some  industrialized  na- 
tions, e.g.,  Canada  and  New  Zealand,  have  used  "compulsory  licensing"  regimes  to 
effectively  expropriate  the  rights  to  sell  these  products. 

As  the  Uruguay  Round  package  was  finalized,  U.S.  and  European  negotiators 
sought,  but  failed,  to  shorten  the  lengthy  transition  rules  of  the  "Dunkel"  draft.^ 
Consequently,  imder  TRIPS,  the  LDCs  and  "economies  in  transition"  (EITs)  will 
have  five  years  after  entry  into  force  of  the  WTO  to  implement  TRIPS.  Moreover, 
Article  65:4  authorizes  any  developing  country  which  is  required  to  "extend  product 
patent  protection  to  areas  of  technology"  to  take  an  additional  five  year  derogation. 
Hence,  the  transition  period  for  drugs  and  agrichemicals  will  be  10  years.  FinaUy, 
the  least  developed  countries,  or  LLDCs,  were  given  an  11-year  transition.  In  short, 
the  United  States  will  not  realize  the  full  benefits  of  TRIPS  until  2006— more  than 
a  decade  after  the  TRIPS  Agreement  enters  into  force. 

Thus,  the  contentious  struggle  between  the  U.S.  and  LDCs  over  IPR  will  continue 
over  the  next  decade.  To  reduce  its  massive  IPR  losses,  the  United  States  must 
apply  unrelenting  pressure  to  the  LDCs  bilaterally  and  multilaterally.  They  must 
be  strongly  encouraged  to  adopt  adequate  and  effective  standards,  enforce  those 
standards  with  vigor  against  domestic  infringers,  and  to  include  protection  for  phar- 
maceutical and  agricultural  chemical  patents  in  their  IPR  regimes.  Otherwise,  per- 
vasive LDC  piracy  will  continue  to  erode  the  competitiveness  of  U.S.  industries  that 
are  at  the  forefront  of  global  technological  innovation  and  creativity. 

Moreover,  while  the  WTO  transition  is  limited  to  5-11  years,  the  LDCs  could  still 
seek  additional  transition  time  under  other  provisions  of  the  Uruguay  Round  Agree- 
ment. For  example,  Article  66:2  authorizes  the  TRIPS  Council  to  provide  open-ended 
additional  extensions  to  the  least-developed  countries.  The  WTO  Agreement  also 
contains  numerous  unrelated  provisions  which  are  being  phased  in  over  time  (e.g., 
in  the  textiles  and  apparel  area  and  the  "safe  harbor"  for  certain  industrial  sub- 
sidies) or  which  contemplate  further  negotiations  (e.g.,  agricultural  subsidy  dis- 
ciplines and  the  standard  of  review  in  dispute  settlement).  As  a  result,  the  LDCs 
could  seek  fvu-ther  TRIPS  extensions  as  a  trade-off  for  concessions  demanded  of 
them  in  other  areas. 


Footnotes  at  end  of  memorandum. 
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6.  Waxman-Hatch  amendments 

Under  the  Federal  Food,  Drug  and  Cosmetic  Act  (FDCA),  21  U.S.C.  301  et  seq., 
any  company  seeking  to  market  a  pharmaceutical  product  in  the  United  States  must 
secure  prior  approval  from  the  U.S.  Food  and  Drug  Administration  (FDA).  FDA  ap- 
proval requires  the  submission  of  data  regarding  the  safety  and  efficacy  of  a  new 
drug.  In  Roche  Products,  Inc.  v.  Bolar  Pharmaceutical  Co.,  733  F.2d  858  (CAFC 
1984),  the  U.S.  Court  of  Appeals  for  the  Federal  Circuit  (CAFC)  held  that  the  manu- 
facture or  use  of  a  patented  drug  product  in  preparing  an  application  for  FDA  regu- 
latory approval  of  a  generic  drug,  and  in  submitting  supporting  safety  and  efficacy 
data,  constituted  a  form  of  patent  "infringement." 

In  1984,  Congress  legislatively  overruled  Roche  v.  Bolar  in  the  Drug  Price  Com- 
petition and  Patent  Term  Restoration  Act  (Pub.  L.  No.  98-417,  98  Stat.  1585 
(1984)),  otherwise  known  as  the  "Waxman-Hatch  Amendments."  Title  I  of  the  Act 
established  new  procedures  designed  to  "make  available  more  low  cost  generic  drugs 
by  establishing  a  generic  drug  approval  procedure  for  pioneer  drugs  approved  after 
1962."  H.  Kept.  No.  857  (Part  I),  98th  Cong.,  2d  Sess.,  p.  14  (1984).  Congress  grant- 
ed generic  drug  manufacturers  the  privilege  of  using  a  patented  product  or  process 
in  preparing  FDA  regulatory  applications  for  a  new  generic  drug,  and  established 
an  "Abbreviated  New  Drug  Application"  procedure  at  FDA  to  expedite  such  approv- 
als. At  the  same  time.  Congress  protected  the  IPR  rights  and  research  and  develop- 
ment investments  of  pioneer  drug  manufacturers  by  providing  that  FDA  could  au- 
thorize the  commercial  sale  of  generic  products  only  after  the  expiration  of  any  pat- 
ents on  a  pioneer  drug. 

Title  II  of  Waxman-Hatch  sought  to  strengthen  incentives  still  fvulher  for  pioneer- 
ing research  and  development  expenditures  by  pharmaceutical  companies.  This  in- 
centive consisted  of  "restoration  of  some  of  the  time  lost  on  patent  life  while  the 
product  is  awaiting  pre-market  clearance"  from  FDA.  Id.  at  15. 

As  Congressman  Waxman,  a  principal  sponsor  of  the  bill,  explained  on  the  floor 
of  the  House  of  Representatives:  This  bill  represents  a  compromise  among  sharply 
differing  interests  *  *  *  After  almost  a  year  of  data  analysis  and  negotiations,  we 
were  able  to  fashion  a  compromise  bill  *  *  *  Mr.  Chairman,  this  bill  fairly  and  care- 
fully balances  the  pubUc's  need  for  low  cost  generic  drugs  and  private  industry's 
need  for  sufficient  patent  life  to  encourage  the  development  of  innovative  products 
such  as  drugs.3 

In  short,  the  Waxman-Hatch  Amendments  struck  a  balance  between  two  goals: 
(1)  Providing  continued  economic  incentives  to  develop  new  drugs  and  therapies  by 
protecting  the  rights  of  "pioneer"  pharmaceutical  manufacturers  (which  bear  the 
enormous  research  and  development  costs  and  flnancial  risks  of  developing  new 
drugs  and  bringing  them  to  market)  and  (2)  enhancing  price  competition  by  reduc- 
ing FDA  regulatory  obstacles  to  marketing  generic  copies  of  leading  drugs. 

c.  Pryor  and  Brown  bills 

While  the  Pryor  and  Brown  bills  have  been  characterized  as  a  mere  "technical  cor- 
rection" to  the  URAA,  they  raise  extremely  complicated  issues  with  respect  to  the 
interpretation  of  the  TRIPS  Agreement,  the  URAA,  U.S.  patent  law,  and  the  Wax- 
man-Hatch Amendments. 

Under  Article  33  of  TRIPS,  WTO  Members  must  provide  a  minimum  patent  term 
of  20  years  from  the  date  of  filing.  Because  prior  U.S.  law  provided  a  term  of  17 
years  from  issuance,  Congress  in  the  URAA  amended  Section  154  of  the  Patent  Act^ 
to  provide  that  the  term  of  a  patent  shall  commence  on  the  date  of  issue,  and  shall 
end  twenty  years  after  the  date  on  which  the  application  resulting  in  the  patent  was 
filed. 

Article  70:4  of  the  TRIPS  Agreement,  however,  authorizes  WTO  Members  to  pro- 
vide a  limited  "safe  harbor"  for  companies  engaged  in  activities  that  "become  in- 
fringing" under  the  Uruguay  Round.  In  Section  532(a)  of  the  URAA,  the  United 
States  implemented  Article  70:4  by  "grandfathering"  third  parties  which  had  legiti- 
mately relied  on  the  prior  U.S.  patent  term  of  17  years  from  date  of  issue.  Section 
532(a)  limits  the  application  of  legal  remedies  for  patent  infringement  in  situations 
where  the  third  party  commences  an  act,  or  makes  a  substantial  investment  in  such 
acts,  before  the  June  8,  1995  effective  date  of  the  URAA  patent  amendments,  and 
such  acts  become  infringing  under  the  URAA.  In  these  situations,  Section  532(a) 
limits  the  rights  of  the  patent  holder  to  obtain  an  injunction,  recover  royalties,  or 
collect  attorney's  fees  under  the  Patent  Act  for  infringement. 

After  remaining  silent  during  the  drafting  of  the  URAA,  the  generic  drug  industry 
launched  a  two-pronged  strategy  to  attack  the  20-year  patent  term  for  certain  lead- 
ing pharmaceutical  inventions. 

At  FDA,  the  generic  manufacturers  argued  that  the  transition  provisions  of  Sec- 
tion 532(a)  of  the  URAA  authorize  that  agency  to  treat  pioneer  pharmaceutical  pat- 
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ents  covered  by  ANDA  applications  differently  from  all  other  U.S.  patents,  so  that 
FDA  could  shorten  the  20-year  minimum  patent  term  adopted  in  the  Uruguay 
Round.  FDA,  however,  rejected  this  argument.  Noting  that  Section  532(a)  limits  the 
scope  of  patent  remedies  against  third  parties  which  relied  on  the  pre-URAA  patent 
term,  FDA  pointed  out  that  Congress  specifically  declined  to  extend  this  "grand- 
father" to  generic  drug  manufacturers  subject  to  infringement  actions  under  35 
U.S.C.  271(e). 

In  the  federal  courts,  the  generic  drug  industry  argued  that,  for  purposes  of  Wax- 
man-Hatch,  Section  532(a)  of  the  URAA  specifically  rendered  "noninfringing"  the 
marketing  of  generic  copies  of  pioneer  drugs  that  were  subject  to  the  20-year  patent 
term  extension  This  argument  was  rejected  by  the  U.S.  Court  of  Appeals  for  the 
Federal  Circuit  in  DuPont  Merck  Pharmaceutical  Co.  v.  Bristol-Myers  Squibb  Co., 
62  F.3d  1397  (CAFC  1995)  and  Bristol-Myers  Squibb  Co.  v.  Royce  Laboratories,  69 
F.3d  1130  (CAFC  1995).  On  November  1,  in  Royce  Laboratories,  the  CAFC  suc- 
cinctly dismissed  the  generic  drug  industry's  argument  as  follows:  We  believe  that 
if  Congress  had  intended  that  the  URAA  affect  the  Hatch-Waxman  Act's  finely 
crafled  ANDA  approval  process  in  the  manner  urged  by  Royce,  at  the  very  least  it 
would  have  referred  to  21  U.S.  355(j)  and  35  U.S.C.  271(e)  in  the  URAA. 

Having  failed  to  persuade  the  courts  or  FDA,  the  generic  drug  manufacturers 
turned  to  a  lobbying  strategy  by  persuading  Senator  Pryor  to  introduce  a  "technical 
correction"  to  "clanfy"  the  URAA's  application  to  their  industry.  The  Pryor  and 
Brown  bills  provide: 

(a)  Approval  of  Applications  of  Generic  Drugs — For  purposes  of  acceptance  by  the 
Secretary  of  an  [ANDA]  *  *  *  the  expiration  date  of  a  patent  that  is  the  subject 
of  a  certification  under  [the  Waxman-Hatch  Amendments],  made  in  an  application 
submitted  prior  to  June  8,  1995,  or  in  an  application  submitted  on  or  after  that  date 
in  which  the  applicant  certifies  that  substantial  investment  was  made  prior  to  June 

8,  1995,  shall  be  deemed  to  be  the  date  on  which  such  patent  would  have  expired 
under  the  law  in  effect  on  the  day  preceding  December  8,  1994.^ 

In  effect,  the  Pryor  and  Brown  bills  would  shorten  the  terms  of  leading  drug  pat- 
ents by  authorizing  FDA  to  approve  the  marketing  of  generic  copies  based  on  the 
pre-URAA  patent  term  of  17  years  from  date  of  issue. 

d.  '658  patent 

On  July  25,  1997,  Glaxo,  a  predecessor  of  Glaxo- Wellcome,  Inc.  applied  for  a  pat- 
ent on  a  new  pharmaceutical  compound  known  as  "ranitidine."  The  U.S.  Patent  and 
Trademark  Office  approved  the  Glaxo  application  on  December  5,  1978,  by  issuing 
U.S.  Patent  No.  4,128,658  ('658  patent). 

Pursuant  to  the  FDCA,  Glaxo  filed  IND  No.  17,004  with  FDA  on  December  3, 
1979.  It  filed  a  New  Drug  Application  ("NDA")  No.  18-703  for  ranitidine  on  March 

9,  1982.  FDA  approved  the  NDA  on  June  9,  1983.  Glaxo  began  marketing  the  drug 
in  the  U.S.  in  June  1983. 

The  ranitidine  compound,  sold  by  Glaxo  under  the  brand  name  "Zantac,"  has  revo- 
lutionized the  treatment  of  stomach  disorders. 

Under  Section  532(a)  of  the  URAA,  the  term  of  Glaxo's  '658  patent  was  extended 
to  July  25,  1997—20  years  from  the  date  of  filing.  Otherwise,  the  '658  patent  would 
have  expired  on  December  5,  1995 — 17  years  after  it  was  issued  by  the  PTO. 

Discussion 

1.  The  United  States  is  under  no  WTO  obligation  to  extend  TRIPS  transition  pro- 
visions to  generic  drugs. 

Article  70:4  of  TRIPS  provides: 

4.  In  respect  to  any  acts  in  respect  of  specific  objects  embodying  protected  subject 
matter  which  become  infringing  under  the  terms  of  legislation  in  conformity  with 
this  Agreement,  and  which  were  commenced,  or  in  respect  of  which  a  significant  in- 
vestment was  made,  before  the  date  of  acceptance  of  the  WTO  Agreenient  by  that 
Member,  any  Member  may  provide  for  a  limitation  of  the  remedies  available  to  the 
right  holder  as  to  the  continued  performance  of  such  acts  after  the  date  of  applica- 
tion of  this  Agreement  for  that  Member.  In  such  cases  the  Member  shall,  however, 
at  least  provide  for  the  payment  of  equitable  remuneration,  (emphasis  added). 

In  short,  the  United  States  is  under  no  legal  obligation  to  provide  special  transi- 
tion provisions  for  generic  pharmaceutical  companies  who  seek  to  engage  in  other- 
wise infringing  activity  by  selling  imported  or  domestically  produced  generic  copies 
of  pioneer  U.S.  drugs.  Instead,  application  by  the  United  States  of  Article  70:4 
should  be  resolved  as  a  matter  of  U.S.  trade  policy,  taking  into  account  ovu"  interests 
in  securing  strong  international  IPR  protection  and  in  finding  ways  to  reduce  the 
disastrous  5-11  year  transition  periods  for  the  developing  countries  to  implement 
TRIPS. 
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2.  Far  from  being  overlooked,  the  Waxman-Hatch  Amendment  was  explicitly  ref- 
erenced in  the  URAA.  and  URAA  Statement  of  Administrative  Action. 

In  characterizing  the  Pryor  and  Brown  bills  as  a  mere  "technical  correction,"  pro- 
ponents of  the  bills  have  repeatedly  asserted  that  the  impact  of  the  URAA  on  Wax- 
man-Hatch was  overlooked  by  Congress  and  the  Clinton  Administration  during  the 
drafting  process. 

In  fact.  Congress  and  the  Administration  were  well  aware  of  Waxman-Hatch.  Sec- 
tion 533  of  the  URAA  amended  the  patent  infringement  provisions  of  Waxman- 
Hatch,  which  are  codified  at  35  U.S.C.  271(e)(1),  by  clarifying  that  infringement  in- 
cludes "offers  to  sell"  and  the  importation  of  infringing  products  into  the  United 
States.  This  change  expands  the  range  of  activities  generic  drug  manufacturers  are 
allowed  to  engage  in  without  infringing  the  innovator  patent.  For  virtually  all  other 
industries,  these  actions  would  be  infringing. 

Moreover,  imder  the  "fast-track"  procedures  for  implementing  the  Uruguay  Round 
Agreements,  the  Administration  submitted  a  "Statement  of  Administrative  Action" 
("SAA")  with  its  proposed  implementing  bill.  19  U.S.C.  2903(aXl)(B)(ii).6  In  address- 
ing the  "Scope  of  Patent  Rights,"  the  URAA  SAA  states:  Article  28  specifies  that 
a  patent  must  include  the  right  to  exclude  others  from  making,  using,  offering  for 
sale,  or  importing  the  product.  The  Agreement  permits  limited  exceptions  to  the  ex- 
clusive rights  conferred  by  a  patent  if  certain  conditions  are  met.  United  States  law 
contains  some  such  exceptions,  such  as  those  set  out  in  section  27 1(e)  of  the  Patent 
Act  (35  U.S.C.  271(e)).7 

In  short,  the  SAA  also  directly  referenced  the  Waxman-Hatch  Amendments, 
which  are  codified  at  35  U.S.C.  271(e)).  It  viewed  Waxman-Hatch  as  a  "limited  ex- 
ception to  the  exclusive  rights  conferred  by  a  patent,"  falling  within  the  terms  of 
TRIPS  Article  28. 

That  Congress,  the  Administration,  and  lobbyists  for  the  generic  drug  industry 
would  have  overlooked  Waxman-Hatch  is  not  credible  to  anyone  who  followed  the 
GATT  negotiations  or  the  intensive  U.S.  debates  over  implementation  of  the  Uru- 
guay Round.  During  eight  years  of  multilateral  negotiations,  every  controversial 
provision  of  the  Uruguay  Round  Agreement  was  exhaustively  considered  in  Geneva 
and  here  in  Washington,  D.C.  The  transition  provisions  of  TRIPS  received  particular 
scrutiny,  since  a  key  U.S.  objective  was  securing  protection  of  existing  subject  mat- 
ter and  "pipeline  products." 

When  it  came  time  to  implement  the  Uruguay  Round  Agreement,  Congress  held 
dozens  of  hearings  and  extensively  marked  up  the  Administration's  draft  imple- 
menting bill.  The  adoption  of  a  new  U.S.  patent  term  of  20  years  from  the  date  of 
filing  was  particularly  controversial,  because  of  objections  from  Congressman  Dana 
Rohrabacher  (R.-Calif.).  Indeed,  the  patent  issue  was  only  resolved  through  a  last- 
minute  exchange  of  letters  between  Senator  Dole  (R.-Ks.)  and  President  Clinton.  As 
a  result,  it  strains  credulity  that  the  generic  drug  industry,  which  has  an  extensive 
and  sophisticated  lobbying  operation,  overlooked  the  URAA's  implications  for  Wax- 
man-Hatch. 

In  fact,  carving  out  a  special  transition  exception  for  generic  drugs  in  the  URAA 
would  violate  the  delicate  balance  achieved  in  the  Waxman-Hatch  Amendments  and, 
in  addition,  would  seriously  undermine  long-standing  U.S.  trade  policy  objectives. 

3.  The  Ptyor  and  Brown  bills  raise  serious  issues  under  the  WTO  and  invite  a 
dispute  settlement  challenge. 

While  generic  drug  companies  have  argued  that  they  were  inadvertently  and  un- 
fairly excluded  from  the  benefits  of  the  TRIPS  transition  provisions,  in  fact  the 
unique  position  of  the  generic  drug  industry  under  the  Waxman-Hatch  Amendment 
raises  serious  WTO  questions  and  could  invite  a  major  dispute  settlement  challenge 
from  a  WTO  Member  with  pharmaceutical  interests. 

a.  The  Pryor  and  Brown  bills  violate  Article  70:4 

Article  70:4  permits  a  WTO  Member  to  "grandfather"  certain  acts  that  "become 
infringing"  imder  TRIPS.  By  permitting  "continuation"  of  previously  noninfringing 
acts,  the  WTO  transition  rule  thus  protects  the  expectations  of  third  parties  that 
legitimately  relied  on  domestic  legal  provisions  in  force  before  the  effective  date  of 
the  Uruguay  Round  Agreement.  Article  70:4,  however,  was  not  intended  to  permit 
third  parties  to  expand  the  scope  of  newly  inJFringing  activities,  or  to  give  rise  to  an 
open-ended  right  to  engage  in  IPR  piracy  after  the  effective  date  of  the  WTO. 

As  we  now  show,  there  is  nothing  in  the  "act"  of  filing  an  ANDA  under  Waxman- 
Hatch  which  requires  "grandfathering"  commercial  manufacture  of  generic  copies  of 
a  pioneer  drug.  Instead,  the  Pryor  and  Brown  bills  would  disrupt  the  delicate  policy 
balance  achieved  by  Congress  in  the  Waxman-Hatch  Amendments,  provide  a  wind- 
fall to  the  generic  drug  industry,  and  invite  a  major  dispute  settlement  challenge 
that  could  culminate  in  WTO-sanctioned  retaliation  against  U.S.  exports. 
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Under  Waxman-Hatch,  a  pharmaceutical  company  seeking  expedited  FDA  ap- 
proval to  market  an  imported  or  domestically  produced  generic  version  of  a  patented 
drug  must  submit  an  ANDA.  As  part  of  the  ANDA,  the  applicant  must  provide  one 
of  four  statutory  certifications:  (1)  The  drug  for  which  the  ANDA  has  been  filed  has 
not  been  patented  ("Paragraph  1"  certification);  (2)  the  patent  on  such  drug  has  ex- 
pired ("Paragraph  11"  certification);  (3)  the  date  on  which  the  patent  will  expire 
("Paragraph  III  certification),  or  (4)  that  the  patent  on  such  drug  is  invalia  or 
would  not  be  infringed  by  the  manufacture,  use,  or  sale  of  the  generic  copy  ("Para- 
graph IV"  certification). 

If  the  ANDA  contains  a  Paragraph  I  or  II  certification,  FDA  approval  is  efiective 
immediately  upon  a  determination  that  all  other  safety  and  regulatory  requirements 
have  been  met.  If  the  ANDA  contains  a  Paragraph  III  certification,  FDA  approval 
is  effective  on  the  patent  expiration  date  set  forth  in  the  certification.  21  U.S.C. 
355(4).  By  law,  the  filing  of  Paragraph  IV  certification  represents  an  "act  of  inftinge- 
ment"  under  35  U.S.C.  271(e)(2)(A),  and  permits  the  patent  holder  to  file  an  in- 
ftingement  action.  If  a  patent  action  is  brought  within  45  days  under  35  U.S.C. 
271(e)(2XA),  FDA  must  suspend  approval  of  the  ANDA  until  the  court  rules  with 
respect  to  validity  or  infringement,  or  imtil  the  date  that  is  thirty  months  from  serv- 
ice of  notice  of  the  Paragraph  IV  certification,  unless  the  court  orders  otherwise. 

In  the  URAA  SAA,  USTR  specifically  characterized  the  provisions  of  Waxman- 
Hatch  that  overrule  the  Bolar  case  as  a  "limited  exception"  to  the  normal  exclusive 
rights  of  a  patent  holder.  It  explained  that  Waxman-Hatch  falls  within  a  narrow 
TRIPS  Article  30  exception  for  activities  that  "do  not  unreasonably  conflict  with  nor- 
mal exploitation  of  the  patent  and  do  not  unreasonably  prejudice  the  legitimate  in- 
terests of  the  patent  holder."  ^  Thus,  the  Administration  and  Congress  clearly  under- 
stood that  the  benefits  of  the  Bolar  override  for  the  generic  drug  industry  represent 
a  narrow  and  limited  "act,"  as  opposed  to  an  open-ended  exception  to  the  exclusive 
rights  of  a  patent  holder. 

Upon  examination,  it  becomes  clear  that  the  "act"  of  filing  an  ANDA  does  not  give 
rise  to  any  legitimate  expectation  that  a  generic  drug  company  may  engage  in  com- 
mercial sale  of  a  patented  pharmaceutical  prior  to  expiration  of  a  valid  patent. 
Rather,  filing  an  ANDA  involves  an  implicit  understanding  that  the  generic  drug 
company  may  proceed  to  commercial  use  only  after  a  patent  has  expired  or  a  federal 
court  has  determined  that  the  patent  is  invalid  or  not  infringed.  As  the  FDA  has 
explained:  When  accepting  patent  information  fi-om  the  NDA  sponsor  under  section 
505(bXl)  and  (c)(2)  of  the  FD&C  Act,  FDA  is  acting  in  a  solely  ministerial  capacity. 
The  agency  relies  on  the  sponsor's  assessment  of  the  applicability  of  the  patent  to 
the  drug  and  does  not  make  an  independent  determination  on  that  issue  *  ♦  *  The 
statutory  scheme  relies  solely  on  private  patent  litigation  to  resolve  disputes  con- 
cerning patent  validity  and  applicability.^ 

In  other  words,  any  person  applying  to  FDA  for  approval  to  manufacture  a  generic 
copy  of  a  pioneer  drug  is  bound  by  the  terms  of  the  patent,  unless  a  court  holds 
otherwise  or  30  months  have  expired  in  an  infringement  suit  under  35  U.S.C. 
27 1(e).  ^^  The  House  Report  explains:  The  Committee  recognizes  that  some  ANDA's 
will  be  submitted  and  ready  for  approval  before  the  patent  on  the  listed  drug  has 
expired.  To  deal  with  this  situation  and  to  assure  that  FDA  concerns  itself  solely 
with  the  safety  and  efficacy  of  the  drug,  paragraph  (4)(B)  permits  FDA  to  approve 
an  ANDA  but  make  the  approval  effective  at  some  later  date  when  appropriate.  ^^ 

Indeed,  under  the  FDA  regulations,  any  applicant  with  a  pending  ANDA  or  Sec- 
tion 505(bX2)  application  must  amend  its  certification  to  provide  timely  and  updated 
information  regarding  any  patent  that  may  issue  after  filing  of  the  ANDA  or  any 
patent  term  extension  under  Waxman-Hatch.^^  If  a  drug  patent  qualifies  for  a  term 
restoration  to  compensate  for  regulatory  delays  as  provided  in  Title  II  of  Waxman- 
Hatch,  FDA  approval  is  extended  to  protect  the  full  term  of  the  patent. 

Thus,  filing  an  ANDA,  or  iriitiating  the  FDA  regulatory  process,  does  not  support 
any  expectation  or  understanding  that  a  generic  drug  applicant  is  entitled  to  begin 
"commercial  use"  or  "manufacture"  prior  to  expiration  of  the  normal  patent  term, 
plus  any  extensions  of  that  term  authorized  by  Waxman-Hatch  or  other  provisions 
of  U.S.  law.  13  Commercial  use  or  marketing  while  a  patent  is  in  force  would  con- 
stitute an  act  of  infringement  and  subject  the  generic  applicant  to  liability  under 
35  U.S.C.  271(eX2XA).  In  its  report  on  Waxman-Hatch,  the  House  Judiciary  Com- 
mittee stated:  In  this  case  the  generic  manufacturer  is  not  permitted  to  market  the 
patented  drug  during  the  life  of  the  patent;  all  that  the  generic  can  do  is  test  the 
drug  for  purposes  of  submitting  data  to  the  FDA  for  approval,  i"* 

As  the  Committee  explained:  [T]he  only  activity  which  will  be  permitted  by  the 
bill  is  a  limited  amount  of  testing  so  that  generic  manufacturers  can  establish  the 
bioequivalency  of  a  generic  substitute.  The  patent  holder  retains  the  exclusive  right 
to  exclude  others  from  the  commercial  marketplace  during  the  life  of  the  patent.  ^^ 
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In  short,  Congress  authorized  a  generic  drug  company  to  sue  the  patented  product 
or  process  solely  for  FDA  regulatory  purposes.  It  did  not  give  generic  drug  compa- 
nies any  right  to  begin  commercial  use  prior  to  expiration  of  a  patent's  term.  In- 
stead, Congress  took  care  to  insure  through  the  certification  process  and  the  special 
infringement  remedies  adopted  in  35  U.S.C.  271(e)  that  the  patent  holder's  rights 
would  be  fully  respected  and  strictly  enforced.  This  approach  reflects  the  Congres- 
sional objective  of  maintaining  America's  "preeminent  position  in  medical  thera- 
peutics"^® by  strengthening  incentives  for  research  into  new  and  innovative  drugs 
and  therapies. 

Thus,  nothing  in  the  "act"  of  filing  a  Waxman-Hatch  ANDA  gives  rise  to  any  right 
or  expectation  by  the  generic  drug  company  that  is  entitled  to  "continue"  commercial 
us  of  a  pioneer  drug  that  would  otherwise  constitute  patent  infringement  under  the 
URAA  By  its  terms,  filing  an  ANDA  is  a  narrow  and  Umited  "exception  to  the  nor- 
mal exclusive  rights  of  the  patent  holder.  It  permits  the  applicant  to  engage  in  what 
would  otherwise  be  infringing  activity  under  Roche  v.  Bolar  exclusively  for  purposes 
of  obtaining  FDA's  regulatory  clearance.  It  cannot  be  construed  to  offer  any  assur- 
ance or  guarantee  that  the  applicant  is  entitled  to  begin  commercial  use  or  market- 
ing by  any  specific  date.  Instead,  the  appUcant  is  bound  strictly  by  the  expiration 
date  of  a  patent,  including  any  statutory  term  extensions,  and  by  court  rulings  with 
respect  to  patent  validity,  infringement,  or  enforceability. 

'Rie  URAA  fully  protects  the  rights  of  generic  drug  companies  to  submit  ANDAs 
and  to  continue  to  use  a  patented  product  or  process  for  purposes  of  seeking  FDA 
regulatory  approval.  A  generic  drug  company  may  use  a  patented  drug  for  purposes 
of  FDA  regulatory  procedures,  even  though  such  use  would  normally  subject  it  to 
liability  for  patent  infringement,  as  the  U.S.  Court  of  Appeals  held  in  Roche  v. 
Bolar.  Continuation  of  this  practice  fully  addresses  any  pre-URAA  expectations  of 
the  generic  drug  companies,  since  it  permits  "continued  performance"  under  Article 
70:4  of  those  acts  which  had  begun  prior  to  the  effective  date  of  the  URAA. 

In  contrast,  by  authorizing  commercial  production  and  sale  of  generic  copies  of 
patented  products  prior  to  expiration  of  the  new,  extended  URAA-patent  term,  the 
Pryor  and  Brown  bills  would  go  beyond  the  limited  SEife  harbor  established  in  Arti- 
cle 70:4,  and  raise  serious  questions  imder  TRIPS.  In  effect,  the  Pryor  and  Brown 
bills  invite  a  major  dispute  settlement  challenge  by  the  EU  or  another  WTO  Mem- 
ber, which  could  culminate  in  WTO-sanctioned  retaliation  against  U.S.  exports. 

b.  In  the  URAA,  Congress  treated  generic  drug  manufacturers  like  every  other  U.S. 

industry  for  purposes  of  Article  70:4 

In  lobbying  for  the  Pryor  and  Brown  bills,  generic  drug  companies  have  sought 
to  portray  themselves  as  victims  of  a  Congressional  oversight,  through  which  they 
were  inadvertently  and  unfairly  excluded  from  the  URAA  transition  provision. 

In  fact,  in  the  URAA,  Congress  treated  the  generic  drug  companies  just  like  every 
other  U.S.  industry  for  purposes  of  TRIPS  Article  70:4.  Section  532  of  the  URAA, 
which  implements  TRIPS  Article  70:4,  permits  U.S.  companies  which  made  "signifi- 
cant investments"  relying  on  the  pre-URAA  17-year  patent  term  to  continue  produc- 
tion of  a  patented  product  while  paying  equitable  remimeration. 

Under  normal  circumstances,  use  of  a  patented  product  for  FDA  regulatory  pur- 
poses represents  patent  infringement,  as  the  U.S.  Court  of  Appeals  held  in  Roche 
V.  Bolar.  Thus,  a  key  purpose  of  Waxman-Hatch  was  to  exempt  generic  drug  compa- 
nies from  the  huge  costs  and  lengthy  time  periods  normally  required  to  conduct 
FDA  safety  and  efficacy  trials.  Any  other  U.S.  company  planning  to  manufacture  a 
patented  product  would  be  required  to  bear  its  own  safety,  regulatory,  and  product 
development  expenses  and  would  not  be  given  a  free  ride. 

Thus,  far  from  discriminating  against  the  generic  drug  industry,  the  URAA  treats 
generic  drugs  just  like  any  other  product.  If  a  generic  drug  company  legitimately 
"invested"  in  its  own  independent  preparations  and  safety  and  efficacy  trials  to 
produce  a  patented  drug,  it  can  exploit  the  "safe  harbor"  offered  by  Section  532  of 
the  URAA.  However,  the  URAA  does  not  permit  a  generic  company  to  free  ride  off 
a  pioneer  manufacturer's  investments  in  product  development,  safety  and  efficacy 
trials,  and  FDA  regulatory  approval,  while  at  the  same  time  claiming  that  the 
ANDA  also  constitutes  a  "significant  investment"  for  purposes  of  TRIPS  Article  70:4 
and  Section  532  of  the  URAA.  In  other  words,  the  URAA  treats  generic  drug  manu- 
facturers just  like  any  other  U.S.  industry. 

c.  The  Pryor  and  Brown  bills  violate  the  procedural  safeguards  in  TRIPS  Article  70:4 
Under  TRIPS,  WTO  Members  may  only  grandfather  acts  which  become  infringing 

if  such  acts  involve  a  "significant  investment"  and,  in  addition,  the  patent  holder 
is  compensated  through  "equitable  remuneration." 


265 

The  Pryor  and  Brown  bills  provide  that  any  applicant  which  filed  an  ANDA  prior 
to  the  June  8,  1995  effective  date  of  the  URAA  patent  term  automatically  will  be 
deemed  to  have  made  a  "significant  investment"  for  purposes  of  Article  70:4.  The 
Amendment  does  not  define  what  constitutes  a  "significant  investment"  for  purposes 
of  Waxman-Hatch.  In  most  cases,  the  ANDA  expenses  of  a  generic  manuJfacturer  are 
minuscule  by  comparison  to  the  massive  costs  borne  by  pioneer  manufacturers  for 
research  and  development,  safety  and  efficacy  trials,  and  FDA  approvals.  ^^ 

In  addition,  the  Pryor  and  Brown  bills  permit  generic  manufacturers  to  certify 
their  compliance  with  the  Article  70:4  requirements  for  generic  drug  applications 
filed  "on  or  after"  the  effective  date  of  the  URAA.  Subsection  (a)  provides  that  future 
ANDAs  will  be  grandfathered  if  applicant  "certifies  that  substantial  investment  was 
made  prior  to  June  8,  1995."  This  self-certification  procedure  is  an  invitation  to 
fraud,  and,  more  importantly,  is  unlikely  to  survive  a  WTO  challenge.  It  will  be  par- 
ticularly difficult  to  ascertain  whether  a  "significant"  pre-URAA  investment  oc- 
curred in  situations  where  the  alleged  investment  took  place  abroad  in  connection 
with  plans  to  market  an  imported  generic  drug.  The  need  for  such  a  self-serving 
statutory  "clarification"  calls  into  question  whether  generic  drug  manufacturers  can 
meet  the  "significant  investment"  requirement,  or  in  fact  can  prove  that  such  an  in- 
vestment was  made  prior  to  the  URAA's  effective  date. 

Finally,  the  Pryor  and  Brown  bills'  procedure  for  determining  "equitable  remu- 
neration" is  wholly  inadequate.  ^^  While  authorizing  the  courts  to  provide  "equitable 
remuneration"  for  acts  arising  under  Waxman-Hatch,  the  amendment  does  not  de- 
fine what  "equitable  remuneration"  means.  To  ensure  WTO  consistency,  any  com- 
pensation procedure  would  need  to  address  the  huge  cost  and  risk  of  bringing  suc- 
cessful pioneer  drugs  to  market. 

d.  The  Pryor  and  Brown  bills  raise  serious  questions  under  Article  27:1  of  TRIPS 

Article  27:1  of  TRIPS  provides  that  "patents  shall  be  available  and  patent  rights 
enjoyable  without  discrimination  as  to  the  place  of  invention,  field  of  technology  and 
whether  products  are  imported  or  locally  produced."  The  purpose  of  this  provision 
was  to  ensure  that  governments  grant  patent  rights  to  all  technologies,  instead  of 
selectively  picking  and  choosing  the  products  and  technologies  eligible  for  patent 
protection.  It  was  designed  to  preclude  foreign  governments  from  denjdng  patent 
protection  to  specific  technologies,  such  as  pharmaceuticals  and  agrichemicals. 

The  Pryor  and  Brown  bills  are  designed  to  deny  the  benefits  of  the  URAA  patent- 
term  extension  to  a  single  technology — pioneer  pharmaceuticals.  As  the  attorney  for 
Royce  Pharmaceuticals  admitted  to  the  U.S.  Court  of  Appeals:  We  have  two  kinds 
of  qualifying  acts  *  *  *  The  first  act  is  an  act  which  was  not  infiinging  prior  to 
June  8  but  became  infiinging  after  June  8  because  of  URAA  *  ♦  *.  Admitting  fal- 
libility on  my  part,  as  I  stand  here  before  this  court  today,  I  cannot  think  of  a  single 
act  that  would  fit  that  description  except  the  generic  industry.  Your  Honor,  I  can't 
think  of  a  single  act  that  was  not  infiinging  before  June  8  that  became  infringing 
afi«r  June  8  except  the  generic  industry.  ^^  *  ♦  * 

While  generic  drug  manufacturers  have  sought  to  cloud  the  issue  by  claiming  that 
the  Pryor  and  Brown  bills  correct  an  oversight  in  which  the  industry  was  unfairly 
deprived  of  URAA  transition  benefits,  in  fact  the  bills  zire  special  interest  legisla- 
tion. They  are  designed  to  benefit  a  single  constituency — generic  drugs.  By  selec- 
tively excluding  pioneer  drug  patents  from  URAA  benefits,  the  bills  raise  serious 
questions  with  respect  to  U.S.  implementation  of  its  obligation  under  Article  27  to 
award  patent  rights  in  a  non-discriminatory  manner. 

4.  The  Pryor  and  Brown  bills  would  seriously  imdercut  U.S.  trade  policy. 

In  the  URAA,  Congress  directed  USTR  tp  make  every  effort  to  claw  back  the  dis- 
astrous TRIPS  transition  regime  accorded  the  LDCs.  In  its  report  to  Congress  on 
the  Uruguay  Round  Agreements,  USTR's  Industry  Functional  Advisory  Committee 
on  Intellectual  Property  Rights  for  Trade  Policy  Matters  (IFAC-3)  stated:  Among 
the  deficiencies  in  the  TRIPS  text  detailed  below,  two,  in  particular,  stand  out: 

"(1)  Overly  long  and  discriminatory  transitional  provisions,  which  give  developing 
countries  at  least  5-11  years  to  come  into  compliance  with  their  TRIPS  obligations. 
Even  now,  it  is  these  countries  that  are  responsible  for  the  billions  of  dollars  in 
losses  to  the  U.S.  economy." 

"(2)  Failvu"e  to  the  TRIPS  text  to  eliminate  derogations  to  the  principle  of  national 
treatment*  *  ♦"20 

Accordingly,  in  the  URAA,  Congress  directed  USTR  to  aggressively  pursue  foreign 
IPR  piracy  under  Section  301  and  Special  301.  The  Senate  Finance  Committee  stat- 
ed: The  Committee  fxirther  believes  that  these  amendments  will  maintain  the  effec- 
tiveness of  special  301  by  clarifying  how  the  entry  into  force  of  the  TRIPs  Agree- 
ment will  affect  the  operation  of  special  301.  The  Committee's  expectation  is  that 
the  Administration  will  continue  to  work  bilaterally  for  upgraded  intellectual  prop- 
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erty  protection  under  special  301,  notwithstanding  the  fact  that  the  TRIPs  Agree- 
ment allows  developing  countries  a  long  transition  period  after  entry  into  force  of 
the  Agreement.  In  this  regard,  the  Committee  notes  with  interest  that  the  State- 
ment of  Administrative  Action  has  a  key  Administration  objective  to  seek  acceler- 
ated implementation  of  the  TRIPS  Agreement.^i 

In  the  absence  of  agreement  between  Congress  and  the  Administration  over  ex- 
tending fast-track  authority,  the  only  way  for  the  United  States  to  reduce  its  mas- 
sive overseas  losses  to  LDC  piracy  is  to  pursue  bilateral  negotiations  under  Section 

301.22 

If  Congress  enacts  the  Pryor  or  Brown  bills,  however,  it  would  seriously  undercut 
USTR's  ability  to  challenge  bilaterally  inadequate  and  ineffective  IPR  protection  in 
any  foreign  country. 

By  adopting  a  liberal  interpretation  of  Article  70:4,  the  Pryor  and  Brown  bills 
would  lend  aid  and  comfort  to  foreign  governments  which  have  refused  to  grant  pat- 
ent protection  for  drugs  or  agrichemicals,  such  as  Hungary,  India,  and  Brazil.23  For 
obvious  reasons,  these  governments  want  to  take  full  advantage  of  the  generous  5- 
11  years  TRIPS  treinsition  regime.  Closing  down  domestic  infringers  would  lead  to 
a  major  poUtical  backlash  in  these  countries  and  in  other  LDCs.  As  a  result,  the 
bills  are  likely  to  be  thrown  back  at  U.S.  trade  negotiators  whenever  they  try  under 
Section  301  to  challenge  failure  to  respect  U.S.  patents.  More  broadly,  the  Piyor  and 
Brown  bills  could  be  used  by  LDCs  to  argue  for  more  lenient  treatment  with  respect 
to  other  Uruguay  Roimd  transition  obligations  affecting  illicit  copying  of  U.S.  films, 
sound  recordings,  trademarks,  and  computer  software.  If  we  can  alter  our  IPR  re- 
gime, why  shouldn't  they  be  able  to  alter  theirs? 

Second,  Article  70:4  itself  represents  a  potentially  gaping  loophole  in  TRIPS.  For 
this  reason,  IFAC-3  "urged  U.S.  negotiators  to  make  clear  that  reliance  by  any 
WTO  member  on  [Article  70:4]  to  render  moot  any  other  provision  of  the  TRIPS 
Agreement  will  be  considered  an  impairment  of  the  basic  intellectual  property  obli- 
gations under  TRIPS."  24  WTO  Members  will  be  tempted  to  circumvent  TRIPS 
through  wholesale  "grandfathering"  of  any  and  all  local  firms  engaged  in  IPR  pi- 
racy. 25  Such  grandfathering  could  seriously  undermine  the  long-term  benefits  of 
TRIPS  for  U.S.  companies.  For  example,  when  China  and  Russia  accede  to  the 
WTO,  the  Pryor  and  Brown  bills  offer  local  producers  a  basis  to  claim  that  modest 
"investments"  in  future  infiinging  acts,  e.g.,  purchasing  a  copy  of  a  U.S.  video, 
sound  recording,  or  software  program,  are  grandfathered  under  TRIPS.26 

Accordingly,  far  fi^m  abusing  and  exploiting  Article  70:4,  U.S.  policy  should  be 
to  narrowly  interpret  the  TRIPS  "safe  harbor,"  and  aggressively  challenge  foreign 
governments  under  Section  301  if  they  do  otherwise. 

CONCLUSION 

1.  The  United  States  is  under  no  legal  obligation  to  create  special  WTO  transition 
provisions  for  generic  drugs.  TRIPS  Article  72  is  discretionary  and  its  implementa- 
tion in  U.S.  law  should  be  consistent  with  long-standing  U.S.  trade  policy  objectives. 

2.  Proponents  of  the  Pryor  and  Brown  bills  cannot  legitimately  assert  that  Con- 
gress overlooked  the  Waxman-Hatch  Amendments  (Waxman-Hatch)  in  the  Uruguay 
Round  Agreements  Act  (URAA).  The  URAA  amended  the  definition  of  patent  in- 
fringement under  35  U.S.C.  271(e),  and  explicitly  referenced  Waxman-Hatch  in  the 
Statement  of  Administrative  Action  (SAA).  Instead,  it  would  appear  that  Congress 
deliberately  adopted  a  policy  of  requiring  generic  pharmaceuticad  manufacturers  to 
be  treated  like  other  U.S.  industries  when  they  seek  to  take  advantage  of  the  TRIPS 
transition  rule  set  forth  in  Article  70:4. 

3.  While  they  have  been  characterized  as  a  mere  "technical  correction,"  the  Pryor 
and  Brown  bills  raise  serious  WTO  issues  and  invited  a  dispute  settlement  chal- 
lenge by  WTO  Members  with  pharmaceutical  interests. 

4.  The  Pryor  and  Brown  bills  would  luidercut  U.S.  efforts  to  deal  with  a  disas- 
trous WTO  concession  providing  a  much  too  lengthy  transition  period  for  developing 
countries  to  implement  TRIPS.  In  addition,  they  would  pose  a  major  obstacle  to  U.S. 
bilateral  efforts  to  challenge  inadequate  IPR  protection  under  Section  301. 

FOOTNOTES 

*  Enforcement,  however,  is  sometimes  lax. 

2  Draft  Final  Act,  MTN.TNC/W/FA.  A  prior  draft  of  the  Uruguay  Round  Agreement  was  issued 
in  December  1991  under  the  auspices  of  then  Director-General  Dunkel,  and  is  commonly  re- 
ferred to  as  the  "Dunkel  Draft."  The  transition  arrangements  are  set  forth  in  Article  65. 

3  Cong.  Record,  p.  H-8707  (Aug.  8,  1984). 
"35  U.S.C.  154. 

5  Cong  Record,  p.  S-18004  (Dec.  5,  1995). 
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^  The  SAA  represents  an  authoritative  expression  of  the  Administration's  views  with  respect 
to  the  rights  and  obligations  set  forth  in  a  trade  agreement  and  implementation  of  that  agree- 
ment in  U.S.  law  and  regulations. 

'  Message  from  the  President  of  the  United  States  Transmitting  the  Uruguay  Round  Trade 
Agreements,  Texts  of  Agreements  Implementing  Bill,  Statement  of  Administrative  Action  and 
Required  Supporting  Statements,  H.  Doc.  No.  103-316,  100th  Cong.,  2d  Sess.,  p.  986  (1994) 
(hereinafter  URAA  Transmittal),  (emphasis  added). 

8  Message  from  the  President,  p.  986. 

^Letter  from  Deputy  Commissioner  for  Policy  William  B.  Schultz,  Docket  No.  95P-0061/CP1, 
p.  3  (May  25,  1995). 

'°  It  was  Congress'  expectation  that  18  months  was  suflicient  for  the  parties  to  obtain  a  court 
ruling,  particularly  since  it  directed  the  litigzints  to  cooperate  to  expedite  such  litigation. 

"H.  Rept.  No.  9&-857  at  27  (emphasis  added). 

12  21  CFR  314.94(aX12XviiiKC);  21  CFR  314.50  (lK6KiiiXA).  See  Letter  from  Deputy  Commis- 
sioner William  B.  Schultz  at  13. 

>3In  Hoffman-La  Roche,  Inc.  v.  Lehman,  Civil  Action  No.  95-1236-A,  p.  5  (Oct.  15,  1995),  a 
U.S.  District  Court  rejected  a  determination  by  the  Patent  and  Trademark  Office  (PTO)  that 
holders  of  drug  patents  which  benefited  from  the  new  URAA  20-year  term,  were  precluded  from 
claiming  a  patent  term  restoration  under  Waxman-Hatch  for  time  lost  during  the  FDA  approved 
process.  Judge  Bryan  wrote:  "To  draw  the  inference  that  the  URAA  was  intended  to  or  did  oper- 
ate to  strip  from  patents  in  force  on  June  8,  1995,  the  cau-efully  drafted  regulatory  review  exten- 
sions merely  because  that  act  lengthened  the  patent  term  from  seventeen  to  twenty  years,  is 
not  warranted." 

"H.  Rept.  No.  98-857,  98th  Cong.,  2d  Sess.,  p.  30  (1984).  This  interpretation  is  corroborated 
by  the  URAA  SAA,  where  the  Clinton  Administration  characterized  Waxman-Hatch  as  a  "Um- 
ited  exception"  to  the  exclusive  rights  of  a  patent  holder  covered  by  TRIPS  Article  30,  as  opposed 
to  a  compulsory  license  falling  under  Article  31.  Article  31  covers  commerciad  use  and  manufac- 
ture. See  URAA  Message  of  the  President  at  986. 

15  H.  Rept.  No.  98-857  at  8. 

16  Cong.  Record  at  H.  8706  (Remarks  of  Congressman  Madigan  (R.-Ill.)  and  H-8709  (Remarks 
of  Congressman  Hyde  (R.-I11.). 

I''  Indeed,  the  Waxman-Hatch  Amendments  were  designed  to  permit  generic  manufacturers  to 
save  FDA  regulatory  costs  by  permitting  them  to  rely  on  information  submitted  by  the  pioneer 
drug  manufacturer  in  its  original  FDA  appUcation  and  to  avoid  the  expense  of  duplicating  clini- 

18  Section  532  of  the  URAA  provides  that  the  remedies  of  35  U.S.C.  283  (injunction),  284 
(damages),  and  285  (attorney's  fees)  shall  not  apply  to  acts  which  "become  infringing"  under  Ar- 
ticle 70:4  of  the  URAA  by  reason  of  the  extension  of  the  U.S.  patent  term.  Thus,  such  persons 
are  not  subject  to  Section  284  of  the  Patent  Act,  which  authorizes  the  courts  to  award  "reason- 
able royalty  for  the  use  made  of  the  invention  by  the  infringer,  together  with  interest  zmd  costs 
as  fixed  by  the  court." 

13  Milton  Bass,  Esq.,  Counsel  for  Royce  Pharmaceuticals  (October  11,  1995). 

20IFAC-3,  Report  to  Congress  on  the  Uruguay  Round,  p.  4  (January  10,  1994).  The  IFAC 
made  the  following  recommendation: 

Because  some  of  the  TRIPS  provisions  of  the  WTO  Final  Act  do  not  meet  the  highest  stand- 
ards of  intellectual  property  protection  and  the  implementation  of  those  provisions  that  do  con- 
tain adequate  substantive  standards  may  be  delayed  through  the  use  by  countries  of  the  overly 
long  and  discriminatory  transition  provisions,  it  is  critical  that  the  United  States  address  imme- 
diately and  aggressively  how  it  plans  to  compensate  for  these  deficiencies  in  the  TRIPS  text 
•  *  * 

IFAC-3  believes  that  the  centerpiece  of  such  an  aggressive  strategy  should  be  a  reinvigorated 
bilateral  program  to  gaun  accelerated  and  improved  intellectual  property  protection  in  individual 
countries  and  regionaJ  blocs.  Such  a  program  should  continue  the  mix  of  "pressure  and  negotia- 
tion" that  characterizes  U.S.  trade  policy  with  respect  to  intellectual  property.  Id.  at  6. 

21 S.  Rept.  No.  103--412,  103d  Cong.,  2d  Sess.,  p.  113  (1994)  (emphasis  added). 

22  Negotiations  for  renewed  fast-track  authority  for  multilateral  negotiations  in  the  WTO  ap- 
pear to  have  collapsed  because  of  difference  regarding  labor  standards  and  environmental  objec- 
tives. Without  fast-track  authority,  it  would  be  difficult,  if  not  impossible,  to  negotiate  a  miilti- 
iateral  agreement  to  accelerate  TRIPS  implementation,  because  there  would  be  no  assurance 
that  the  United  States  could  implement  any  changes  in  U.S.  law  that  were  necessitated  by  such 
a  WTO  package. 

23  This  contradiction  may  help  to  explain  why  the  Pryor  Amendment  was  not  incorporated  in 
the  URAA.  At  the  very  least,  any  effort  by  the  Administration  or  a  Member  of  Congress,  acting 
on  behalf  of  the  generic  drug  industry,  to  slip  the  Pryor  Amendment  into  the  draft  implementing 
bill  would  have  triggered  a  divisive  debate  over  its  implications  for  U.S.  trade  and  international 
IPR  policy.  The  fast-track  procedure  relies  on  trust  and  cooperation  between  Congress  and  the 
Administration,  and  thus,  tends  to  discourage  efforts  to  slip  in  controversial  special  interest 
amendments.  In  the  past,  inclusion  of  such  amendments  in  fast-tracked  bills,  which  are  non- 
amendable,  have  generated  charges  that  the  fast-track  process  was  being  abused  zmd  jeopard- 
ized efforts  to  extend  the  procedure. 

24  Id.  at  27. 

25  Twenty-fovu-  nations,  including  Russia  and  China,  are  in  the  process  of  acceding  to  the 
WTO.  Both  Russia  and  China  have  tolerated  massive  and  on-going  commercial  piracy.  Because 
Article  70  grandfathers  any  non-infringing  acts  which  take  place  prior  to  "acceptance  of  the 
WTO  Agreement,"  these  Russian  and  Chinese  pirates  have  an  incentive  to  create  a  pa|)er  trail 
establishing  that  they  have  made  "significant  investments"  in  illicit  copying  of  American  phar- 
maceuticals, software,  films,  and  sound  recordings  in  the  days  preceding  WTO  accession. 
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26  Under  TRIPS  Article  70:4,  acts  which  occur  "Tjefore  the  date  of  acceptance  of  the  WTO 
Agreement"  by  a  Member  are  grandfathered.  Thus,  Russia  and  China,  both  of  which  have  expe- 
rienced massive  commercial  piracy,  have  an  incentive  to  take  jm  expansive  view  of  infringing 
acts  which  are  underway  at  the  time  they  accede  to  the  WTO. 
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Statement  of  the 
National  Pharmaceutical  Alliance,  Manufacturers'  Division 

Before  the  Committee  on  the  Judiciary 
United  States  Senate 

Regarding 

The  Hatch-Waxman  Act 

(The  Drug  Price  Competition  and 

Patent  Term  Restoration  Act  of  1984) 


March  5,  1996 

(Corrected  Version) 


The  National  Pharmaceutical  Alliance  is  pleased  to  have  the  opportunity 
to  present  its  views  regarding  the  Drug  Price  Competition  and  Patent  Term  Restoration 
Act,  popularly  known  as  the  Hatch-Waxman  Act.  NPA  is  a  trade  association 
comprising  some  95  companies  dedicated  to  manufacturing  and  distributing  generic 
drugs.  The  Act  enables  our  members  to  supply  low  cost,  high  quality  generic 
alternatives  to  brand  name  products.  Without  the  Act  this  would  not  be  possible. 

>fPA  welcomes  the  Judiciary  Committee's  review  of  the  implementation 
of  the  Hatch-Waxman  Act,  which  has  brought  numerous  benefits  to  American 
consumers  and  taxpayers,  as  well  as  to  the  pharmaceutical  industry,  both  generic  and 
branded.  NPA  commends  the  leadership  and  foresight  of  the  Act's  authors.  Senator 
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Orrin  Hatch  and  Representative  Henry  Waxman,  who  saw  clearly  in  1984  that 
legislation  was  necessary  to  encourage  research  on  new  drugs  and  to  reduce  the  high 
cost  of  prescription  medicines  to  consumers. 

The  Hatch- Waxman  Act  works.  It  gives  additionad  patent  protection  to 
brand  name  companies  in  order  to  encourage  the  development  of  new  drug  products. 
At  the  same  time  it  assures  the  prompt  availability  of  generic  drugs  following  patent 
expiration.  In  this  way,  the  Act  protects  the  economic  interests  of  the  public  as  well 
as  generic  and  brand  manufacturers.  While  both  segments  of  the  prescription  drug 
industry  benefit  from  the  Act,  its  true  beneficiaries  are  American  consumers. 

THE  HATCH-WAXMAN  ACT  FOSTERS  COMPETITION 

The  Act  gives  generic  drug  companies  access  to  markets  that  previously 
were  available  only  to  brand  name  companies.  Before  1984,  the  difficulty  of  securing 
approval  for  generic  drugs  was  such  that  the  generic  industry  as  we  know  it  barely 
existed.  Now,  so  long  as  the  ANDA  demonstrates  that  the  generic  product  contains  the 
same  active  ingredient(s),  in  the  same  dosage  form  and  strength  as  the  brand  product, 
is  manufactured  in  compliance  with  current  good  manufacturing  practice,  and  is 
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"bioequivalent"-'  to  the  brand  name  product,  the  ANDA  application  is  sufficient.^ 

The  Act  promotes  competition  in  other  ways.  In  addition  to  reducing  the 
cost  of  obtaining  approval  for  generic  drugs,  the  Act  ensures  that  approval  and  market 
entry  will  not  be  delayed  unnecessarily.  Specifically,  the  Act  provides  that 
manufacturing  and  testing  generic  drugs  before  patent  expiration  is  not  infringement  if 
the  purpose  is  to  obtam  FDA  approval.  This  provision  of  the  Act,  sometimes  called  the 
Bolar  Amendment,  overruled  the  holding  in  Roche  Products  Inc.  v.  Bolar 
Pharmaceutical  Co.,  Inc. ,-'  that  such  testing  constituted  patent  infringement.  During 
consideration  of  the  Act,  Congress  explicitly  rejected  arguments  that  the  Bolar 
Amendment  would  constitute  a  taking  of  property,  subject  to  just  compensation  under 
the  Fifth  Amendment.-  In  fact,  the  Bolar  Amendment  does  nothing  of  the  sort.  It  does 
not  allow  a  patent  holder's  competitors  to  enter  the  market  a  single  day  before  patent 
expiration.  It  merely  allows  them  to  enter  the  market  when  the  patent  expires  instead 
of  two  or  three  years  later. 


^That  a  product  is  "bioequivalent"  typically  means  that  it  has  the  same  rate  and  extent  of  absorption 
into  the  blood  stream  as  the  reference  product.  See  21  U.S.C.  §  355(j)(7)(B). 

^21  use.  §  355(j)(2)-(3) 

^'733  F.2d  858,  221  U  S.P.Q  937  (Fed.  Cir.),  cerl.  denied,  469  U.S.  856  (1984). 

^See  H.R.  Rep.  No.  857,  Part  2,  98th  Cong.,  2d  Sess.  27-29  (1984),  reprinted  in  1984  U.S.  Code 
Cong.  &  Admin.  News  2686. 
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Without  the  Bolar  Amendment,  competitors  could  not  even  begin  to  test 
their  products  until  patent  expiration.  This  effectively  would  prolong  the  patent  holder's 
monopoly  (with  its  monopoly  prices)  far  beyond  the  statutory  period  to  which  the 
patent  holder  is  entitled.  Interestingly,  no  brand  company  has  seen  fit  even  to  litigate 
this  issue  in  the  twelve  years  since  Hatch-Waxman  became  law. 

In  a  sense,  the  Bolar  Amendment  is  for  generics  what  the  Hatch- 
Waxman's  patent  extension  provision  is  for  brands— a  way  to  prevent  regulatory  delays 
at  FDA  from  taking  away  periods  of  market  access  permitted  under  the  patent  laws. 
The  brands'  patent  extension  provision  allows  more  time  to  be  tacked  onto  the  patent 
term  to  compensate  for  delays  at  FDA,  while  the  Bolar  Amendment  prevents  such 
delays  for  generics  by  the  simple  expedient  of  permitting  the  FDA  process  to  occur 
before  the  generic  is  entitled  to  be  marketed. 

With  fewer  barriers  to  entry,  the  generic  drug  industry  has  grown  rapidly 
since  1984.  Thousands  of  jobs  have  been  created  and  investment  opportunities  aboimd. 
The  continued  growth  of  the  generic  industry  is  of  substantial  benefit  to  the  overall 
economy. 
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THE  ACT  ENCOURAGES  DEVELOPMENT  OF  NEW  PRODUCTS 

The  Act  recognizes  tliat  brand  companies  have  invested  considerable  time 
and  money  in  the  research  and  development  of  their  products.  For  this  reason,  the  Act 
allows  brand  firms  to  recover  their  investment  by  granting  them  protections  beyond 
those  accorded  by  the  basic  patent  term.  The  Act  affords  patent  holders  two  types  of 
protection:  New  drug  application  (NDA)  nonpatent  exclusivity  and  patent  extension. 
For  any  NDA  approved  on  or  after  January  1,  1982  through  September  24,  1984, 
(provided  that  the  NDA  contained  no  active  ingredient  that  was  in  any  other  approved 
application),  no  ANDA  could  be  approved  for  a  ten  year  period  from  the  NDA 
approval  date.  All  NDAs  approved  between  January  1,  1982  and  September  24,  1984 
received  two  years  of  nonpatent  exclusivity.  Presently,  new  drug  apphcants  are  entitled 
to  a  five  year  nonpatent  exclusivity  period  for  new  chemical  entities  (NCEs),  i.e.,  those 
containing  no  previously  approved  active  ingredients,  and  a  three  year  period  for  NDAs 
and  supplements  that  require  new  clinical  studies  for  approval,  with  a  four  year 
exclusivity  period  before  a  patent  challenge  may  be  brought.-' 

The  Act  provides  for  patent  extensions  in  addition  to  the  exclusivity 
periods  discussed  above.  A  drug  patent  may  be  extended  for  up  to  fourteen  years  to 


^21  U.S.C.  §  355(j)(4)(D)(ii). 
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reflect  regulatory  delays  occurring  after  patent  approval.-' 

These  increased  patent  protections  have  been  immensely  profitable  for  the 
brand  industry.  Each  patent  extension  gives  a  patent  holder  a  longer  period  of 
monopolization  and  consequently  an  extended  ability  to  charge  monopoly  prices. 
Depending  on  the  price  of  the  drug  and  the  market  demand,  such  extensions  can 
generate  considerable  revenue  for  patent  holders.  For  example,  the  patent  for 
Lopressor,  a  Ciba-Geigy  product  used  in  the  treatment  of  hypertension,  originally  was 
to  expire  on  December  21,1 993.  Under  the  Hatch- Waxman  Act,  Ciba  received  a  two 
year  patent  extension  until  December  21,  1995.  In  1994  alone  (the  first  year  of  the 
patent  extension),  total  sales  were  $155.3  million.-' 

PhRMA,  representing  the  brand  manufacturers,  claims  that  Hatch- 
Waxman  has  crippled  their  profitability  and  discouraged  them  fi'om  investing  in 
research  and  development.  Nothing  could  be  ftirther  fi-om  the  truth—as  the  statistics 
(many  of  them  PhRMA's  own)  demonstrate.    At  least  in  part  because  of  the  Act's 


*'35  U.S.C.  §  156  The  Uruguay  Round  Agreements  Act  (URAA),  enacted  in  late  1994,  included 
several  additional  extension  provisions—one  granting  patents  that  were  in  force  on  June  8,  1995  the 
longer  of  a  17  year  term  from  issuance  or  a  20  year  term  from  filing,  35  U.S.C.  §  154(c)  (eflF.  June 
8,  1995),  one  granting  extensions  of  up  to  five  years  to  reflect  appellate  delay  in  the  Patent  and 
Trademark  Office  (PTO)  or  the  courts,  35  U  S  C.  §  1 54(b)(2)-(3)  (eff.  June  8,  1995),  and  one 
granting  extensions  of  up  to  five  years  to  reflect  delays  due  to  PTO  interference  proceedings  or 
invention  secrecy  orders,  35  U  S  C  §  154(b)(1).  (3)  (eff.  June  8,  1995). 

^'"Generic  Drug  Industry  Overview,"  Dillon  Read  Equity  Research,  Sept.  8,  1995,  at  25. 
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additional  patent  protections,  brand  companies  have  flourished  since  1984.  During  the 

past  five  years,  brand  company  returns  on  equity  liave  averaged  20.9%--nearly  double 

the  all-industry  average.   In  1994  alone,  the  average  return  on  equity  for  eight  large 

brand  companies  was  36.0  percent.*'  In  addition,  profit  margins  for  1995  were  twice 

the  all-industry  average. 

According  to  PhRMA  itself,  brand  firms'  R&D  outlays  have  risen  fi-om 

three  billion  dollars  in  1983  to  about  13  billion  dollars  for  the  current  year.  As  the  chart 

below  illustrates,  R&D  investment  has  risen  steadily  during  this  period.-' 

Figitre  1:      Domestic  U.S.  R&D  and  R&D  Abroad,  Ethical  Pharmaceuticals, 
IHjRMA  Member  Companies,  1980-95 


'  ataruuai 


ino  IMS  IMO 

B  Deaatlc  VS.  RAD  Q^  RAD  Kbnmi 


Ethical  pharmatruitcals  only    Domatu  U.S.  RErD  mduda  eamaaura  wahm  the  Untttd  Stata  in  all 
PhRMA  member  companui.    R&D  Aimtad  mduda  eipenduura  ry  L'S-owned  companm  outside  the 
United  Statei  tut  defmaionsj 

iaatrcc   Pbgrmstrurical  Reeenh  and  Manu/aaitTm  of  Amenca.  PhRMA  Atmuai  Survey.  I99i. 


*'"Drug  Industry:  October  1995-Industry  Report,"  Smith  Barney,  Oct.  20,  1995,  at  29. 
*"'U.S.  Pharmaceutical  R&D  and  Sales,"  PhRMA  Backgrounder,  Jan   1995 
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A  glance  at  the  annual  reports  of  some  individual  brand  companies 
demonstrates  that  they  invest  heavily  in  research  and  development.  For  example,  the 
Glaxo  1994  annual  report  speaks  of  the  company's  "superb  research  and  development 
capabiUty  built  up  over  tlie  last  decade."-  Pfizer's  report  for  the  same  year  states  that 
"Pfizer  continues  to  invest  heavily  in  research  and  development  (R&D).  Our  plan  is 
to  spend  about  $1 .4  billion  in  1995,  an  increase  of  more  than  20  percent."—  Similarly, 
Schering-Plough  reported  that  its  "investments  in  research  and  development  reflect  the 
critical  importance  of  this  work.  In  1994,  we  spent  $620  million  and  we  expect  to 
spend  upward  of  $650  million  in  1995."- 


""Glaxo  Holdings  pl.c.  1994  Ann.  Rep.  at  7. 
"'Pfizer,  Inc.  1994  Ann.  Rep.  at  3 
"'Schering-Plough  Corporation  1994  Ann.  Rep.  at  2. 
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The  chart  below  hsts  1994  R&D  expenditures  for  eight  of  the  largest 
brand  companies:- 

R.&D  FIGURES  FOR  1994 


COMPANY 

R&D  (S  MM) 

American  1  lonie  Products 

$817 

Bnslol  Myers 

$1,108 

Ell  Lilly 

$839 

Merck 

$1,230 

Pfizer 

$1,139 

Schenng-Plough 

$610 

Upjolin 

$607 

Warner-Lambert 

$456 

R&D 

MARGIN 

ANALYSIS 


9.1% 

9.2% 
14.7% 

8.2% 
13.8% 
13.4% 
18.5% 

7.1% 


Brand  companies'  know  that  they  cannot  expect  to  maintain  their 
monopolies  after  their  patents  expire.  If  anything,  their  inability  to  rely  upon  such 
sources  of  income  spurs  them  to  spend  more  on  R&D.  This  is  the  direct  result  of  the 
rise  of  a  generic  drug  industry. 

An  indication  of  brand  company  financial  flexibility  is  the  amount  of 
merger  activity  within  the  industry.  For  example,  last  year  Glaxo  spent  $14.8  billion 
to  acquire  Burroughs- Wellcome.  As  the  chart  below-  demonstrates,  other  recent 
mergers  have  been  similarly  impressive. 


^'Figures  obtained  from  "Drug  Industry:  October  1995— Industry  Report,"  prepared  by  Lehman 
Brothers,  Inc 

""'Heard  on  the  Street."  Wall  St.  J.,  Sep.  15,  1995,  at  C2. 
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Drug  Mergers 


ACOUIRER/TARGET 

PRICE 

(IN  BILLIONS) 

DATE  OF  COMPLETION 

GlaxoAVellcome 

$148 

March  1995 

Amer  Home/Amer  Cyanamid 

$9.6 

November  1 994 

Hoechsl/Manon  Merrell  Dow 

$7.1 

July  1995 

Upjohn/Pharmacia 

$6.0 

November  1995 

Roche/Svnlex 

$53 

October  1994 

The  Upjohn/Pharmacia  Deal 
A  look  at  the  companies,  based  on  1994  data'^ 


UPJOHN 

PHARMACIA 

Sales  (billions) 

$3.34 

$3.62 

Prela.\  profit  (millions) 

$643.3 

$727.3 

Emplovees 

16.900 

17,956 

Consolidation  also  will  produce  efficiencies  in  such  areas  as  R&D,  general  overhead, 
and  sales  payrolls. 

There  is  no  indication  that  brand  name  companies  have  suffered  as  the 
result  of  genenc  competition.  In  1989  generic  drug  sales  to  drug  stores  were  $2.45 
biUion.  By  1994  generic  sales  had  increased  to  $5.28  billion.  In  1989  brand  name  drug 
store  sales  were  $28.17  billion  and  in  1994  sales  were  $47.38  billion.^  In  1989 
generic  drug  hospital  sales  were  $0.82  billion.  By  1994  generic  sales  had  increased  to 
$1.07  billion.    In  comparison  1989  sales  of  brand  name  drugs  to  hospitals  were 


"'"Accord  Would  Link  2  Second  Tier  Players  in  the  Drug  Industry,"  Wall  St.  J.,  Aug.  21,  1995,  at 
A3 

"t)iUon,  Read  &  Co  .  "The  Generic  Drug  Industry  Overview,"  Sept.  8,  1995,  at  1 18. 

10 


279 

approximately  $6  billion.  By  1994  that  figure  had  increased  to  approximately  $9 
billion—  In  fact,  even  where  brand  name  drugs  compete  directly  with  lower  priced 
generics,  brand  name  sales  are  significant.  Li  1 994  brand  name  drug  companies  reaped 
sales  of  $28  billion  for  off  patent  prescription  drugs  that  faced  generic  competition.^ 
Finally,  the  contnbution  of  the  generic  industry  in  the  new  product  arena 
should  not  be  ignored.  A  number  of  orphan  drugs  have  been  developed  by  generic 
firms,  who  recognize  their  responsibilities  as  health  care  providers.  Also,  generic 
companies,  like  their  brand  counterparts,  engage  in  educational  activities  and  funding. 

THE  ACT  HAS  REDUCED  THE  COST  OF  PRESCRIPTION  DRUGS 

Brand  drug  prices  have  skyrocketed  in  the  past  two  decades.  During  the 
1980s,  drug  prices  rose  faster  than  overall  health  care  costs.  Total  pharmaceutical 
sales  revenue  in  the  United  States  more  than  tripled  while  sales  volume  was  almost 
static.  Also  during  this  period,  pharmaceutical  companies  earned  approximately  1 5  to 
30  percent  more  profit  each  year  than  was  needed  to  attract  adequate  investment 
capital.—   In  1992,  for  example,  brand  companies  had  the  highest  return  on  sales,  the 


"'Wat  119 
^Id  at  37 

^"Do  We  Pay  Too  Much  for  Prescriptions?",  Consumer  Reports,  Oct.  1,  1993. 
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highest  return  on  assets,  and  the  highest  return  on  stockholder  equity  of  any  industrial 
group  in  the  Fortune  500.— 

Generic  competition  is  critical  to  cost  containment  because  as  brand  prices 
continue  to  increase,  genenc  pnces  continue  to  go  down.  In  1993  the  average  price  of 
the  most  frequently  filled  brand  name  prescriptions  increased  4.3  percent~60  percent 
more  than  the  rate  of  inflation  and  30  percent  more  than  the  increase  in  the  Blue  Chip 
Indicator.—  By  contrast,  the  average  price  increase  for  the  most  frequently  filled 
generic  prescriptions  in  1993  was  1 .3  percent,  less  than  half  the  rate  of  inflation.  Put 
differently,  the  price  increase  for  brand  name  products  was  more  than  triple  the 
increase  for  generic  products. - 

In  1994  and  1995,  prices  for  generic  products  fell.  In  a  survey  for  1994 
conducted  by  Hospital  Materials  Management,  prices  for  fifteen  selected  generic  drugs 
decreased  hy  an  average  of  3.1  percent.—    In  a  similar  survey  for  1995,  prices  for 


^'Spec.  Comm.  on  Aging,  US  Senate,  "A  Report  on  1993  Pharmaceutical  Price  Inflation;  Drug 
Prices  For  Older  Americans  Still  Increasing  Much  Faster  Than  Inflation,"  S.  Prt.  66,  103d  Cong.,  2d 
Sess.  4-5  (1994)  (staff  report) 

^"Generic  Drug  Prices  Fall  Overall  in  '94",  Hospital  Materials  Management,  Feb.  1995. 
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fifteen  selected  generic  products  decreased  by  2.7  percent—  Last  month  another 
organization,  IMS  America,  a  unit  of  Dun  &  Bradstreet,  found  that  the  actual  prices 
manufacturers  charge  to  buyers  of  generic  dnigs,  including  discounts  to  volume  buyers 
and  managed  caie,fell  by  11.5  percent  in  1995.  IMS  reported  that  during  the  same 
period,  the  prices  for  brand  name  products  increased  by  1 .7  percent.— 

A  comparison  of  actual  drug  prices  illustrates  how  consumers  benefit  fi-cm 
the  availabiUty  of  generic  products.  The  wholesale  brand  price  for  Valium  Tablets,  10 
mg.,  is  $90.75  per  100  tablets.  One  generic  manufacturer's  wholesale  price  for  the 
same  product  is  $2.15  per  100  {ah\ets--ninety-seven  percent  less.  The  chart  below 
contains  additional  examples. 


WHOLESALE  PRICE  COMPARISON 


DOSE/ 

GENERIC 

BRAND 

DRUG 

PACKAGE  SIZE 

SALE  PRICE 

SALE  PRICE 

Alprazolam/Xanax 

25mg/100's 

$  4.50 

$49.66 

S  mg/lOO's 

S  S.62 

$61.86 

1  mg/IOO's 

S  7.51 

$  82.53 

2mg/100"s 

$  12.79 

$140.32 

Naproxen/Naprosyn 

250  mg/IOO's 

S  7.65 

$69  14 

375mg/100's 

S  9.70 

$88  86 

SOOmg/IOOs 

St  1.65 

$108.54 

^"Generic  Pharmaceutical  Prices  Continue  Their  Decline  in  Prices  From  Last  Year",  Hospital 
Materials  Management,  Feb.  1,  1996. 

^"Dcug  Prices:  Financial  Group  Says  Study  Results  Are  Flawed",  Health  Line,  Feb.  16,  1996. 
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C  imetidine/Tagamet 

200mg/100's 

$  15.71 

$73.92 

300mg/100's 

$  16.41 

$77  36 

400  mg/60"s 

$  18.76 

$  77.04 

800mg/30"s 

$  16.45 

$  68.28 

Cefaclor/Ceclor 

250mg/100's 

$101.79 

$180.50 

SOOmg/lOO's 

$199.79 

$35469 

DiazepamA'alium 

2mg/100's 

$   1.65 

$  34.63 

Smg/IOO's 

$   1  82 

$  53  87 

lOmg/IOO's 

$  2.15 

$  90.75 

In  some  cases,  the  impact  of  generic  competition  is  even  more  dramatic. 
Captopril  (brand  name:  Capoten)  is  used  to  treat  hypertension  and  heart  failure.  At  the 
beginning  of  February  1996,  Captopril  cost  about  $50  per  bottle.  When  generic 
versions  were  approved  on  February  13,  the  price  immediately  dropped  ninety  percent. 

Not  surprisingly,  the  availability  and  use  of  generic  drugs  has  increased 
dramatically  since  the  Hatch- Waxman  Act  became  law.  In  1983  approximately  fifteen 
percent  of  all  prescriptions  were  filled  with  generic  drugs.  By  1993,  the  proportion  had 
increased  to  ahnost  forty  percent.-  This  increase  has  been  fiieled,  in  part,  by  the 
growth  of  managed  care  and  the  pressure  to  reduce  costs  of  government  entitlement 
programs. 


Boston  Consulting  Group,  The  Changing  Environment  for  U.S.  Pharmaceuticals,  April  1993. 
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A  study  conducted  by  the  Policy  Economics  Group  (PEG)  of  KPMG  Peat 
Manvick  shows  that  increased  use  of  generics  would  result  in  even  greater  savings  to 
consumers.  For  example,  the  PEG  found  that  if  tlie  generic  share  of  the  market  were 
to  increase  to  26%  of  total  prescription  drug  revenues  in  1998  (consistent  with 
Congressional  Budget  Office  assumptions).  Medicare  would  realize  savings  of  $13.5 
billion  during  the  five  year  penod  ft-om  1 998  to  2002.-  Using  the  same  market  share 
assumption,  during  1998  consumer  out-of-pocket  costs  would  fall  by  $1.4  billion. 
Approximately  half  these  savmgs  would  go  to  Medicare  beneficiaries  with  incomes 
below  $25,000.  Additionally,  pnvate  insurance  costs  would  fall  by  $3.1  billion,  and 
low  income  household  government  subsidies  would  be  reduced  by  $161  million.— 

Consumers  benefit  not  only  from  lower  prices  but  also  firora  the  wider 
range  of  available  therapies.  Before  1984  a  pharmacy  ordinarily  could  fill  a 
prescription  only  with  an  expensive  brand  name  product.  Since  1984,  generic 
companies  have  introduced  low  cost  drugs  to  treat  cancer,  cardiac  problems, 
hypertension,  depression,  and  a  host  of  other  conditions.  Consequently,  patients  now 
have  greater  ability  to  manage  their  health  care  costs. 


"'Analysis  of  the  Role  of  Generic  Pharmaceuticals  in  Health  Care  Reform,  KPMG  Peat  Marwick, 
Aug.  4,  1994,  at  ii. 
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POTENTIAL  IMPROVEMENTS  TO  THE  HATCH-WAXMAN  ACT 

The  Hatch-Waxmaii  Act  has  made  tlie  balance  between  the  brand  and  the 
generic  manufacturers  fairer  than  was  the  case  before  1984.  The  Act  gave  brand 
companies  extensions  to  reflect  regulatory  delays  while  permitting  the  sale  of  generic 
drugs  as  soon  as  patents  expire  (ratlier  tlian  delaying  such  sales  until  two  or  more  years 
later).  The  Act  also  regularized  the  approval  process  for  generic  products  and  created 
a  mechanism  for  challenging  infirm  patents.  These  aspects  of  the  Act  have  ensured 
brand  companies  the  flill  benefit  of  legitimate  patents  while  helping  prevent  monopolies 
based  upon  invalid  or  unenforceable  patents  and  ensuring  that  consumers  and  the 
federal  government  will  benefit  from  substantially  lower  generic  prices  at  the  earliest 
appropriate  time. 

Some  believe  that  the  Act's  balance  is  so  nearly  perfect  that  no  changes 
should  be  made.  NPA  could  live  with  such  a  conclusion  even  though  the  balance—in 
this  time  of  tight  budgets  and  high  health  costs—has  turned  out  to  favor  the  brand 
companies  unduly.  Should  this  committee  decide  to  reconsider  the  Act,  NPA 
recommends  that  you  examine  the  following  possible  changes: 
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Preempt  state  refusal  to  recognize  that  generic  drugs  rated  "A  "  by  the  FDA  are 
therapeutically  equal  to  their  brand  equivalents.  When  Hatch- Waxman  was 
enacted  it  was  assumed  that  if  the  FDA  rated  a  generic  product  "A"  (i.e.,  fully 
equivalent  to  the  brand  drug),  there  would  be  no  second  guessing  of  that 
conclusion  at  the  state  level.  Regrettably,  however,  brand  companies  have 
lobbied  state  fomiulary  boards  vigorously  to  set  up  irrelevant  roadblocks.^'  For 
example,  verapamil,  the  generic  version  of  Searle's  Calan  SR,  is  "A"  rated  by 
FDA.  This  means  that  the  generic  is  fully  bioequivalent,  the  two  products  are 
therapeutically  equivalent,  and  the  products  are  interchangeable.  Searle 
nevertheless  is  reportedly  pressing  individual  states  not  to  include  the  generic  in 
their  formularies  for  spurious  reasons.  The  Act  should  contain  a  preemption 
clause  providing  that  an  A  rating  by  the  FDA  is  conclusive  evidence  of  the 
requisite  bioequivalence  and  that  the  states  may  not  impose  additional  or 
different  requirements.  Alternatively,  the  federal  government  could  reimburse 
only  at  generic  price  levels  for  multisource  products  that  have  been  rated  A  by 
the  FDA. 


^See.  e.g..  F-D-C  Reports,  Inc  .  Pink  Sheet,  Mar   14,  1994,  at  56(1  l).T&G-8;  id.,  Apr.  5,  1993,  at 
55(14):T&G-8--T«&G-9. 
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Eliminate  the  nonpatent  exclusivity  period  The  Act  provides  a  mechanism  for 
challenging  infirm  patents  but  tlie  litigation  process  typically  takes  between  two 
and  four  years.  A  provision  added  at  the  eleventh  hour  during  consideration  of 
Hatch- Waxman-  prevents  challenges  to  patents  even  fi-om  being  commenced 
until  four  years  after  the  drug  goes  onto  the  market  (i.e.,  after  the  time  of 
approval  of  the  brand  drug's  NDA).—  This  means  that  brand  drugs  are  ensured 
monopoly  status  (and  monopoly  pricing)  for  between  six  and  eight  years  (the 
four  year  exclusivity  period  plus  the  two  to  four  years—  it  takes  to  litigate  a 
patent  challenge)  even  if  their  underlying  patents  are  invalid  or  unenforceable. 
In  other  words,  even  a  fraudulent  patent  can  secure  monopoly  pricing  for  its 
holder  for  close  to  a  decade  at  an  enormous,  unjustified  cost  to  the  consumer  and 
the  government.  A  bad  patent  should  not  be  entitled  to  protection,  period. 
Accordingly  there  should  be  no  waiting  period  for  the  commencement  of  patent 
challenges. 


^'Donald  O.  Beers,  Genjeric  and  Innovator  Drugs:  A  Guide  to  FDA  Approval 
Requirements  §  4  2[1],  at  p.  4-5  &  n.  10  (4th  ed.  1995). 

^'21  U.S.C.  §  355(j)(4)(D). 

^Indeed,  FDA  is  prohibited  from  making  approval  efiective  less  than  thirty  months  after  the 
infringement  notice  is  received  by  the  patent  holder  unless  a  court  orders  otherwise.  21  U.S.C.  § 
355(j)(4)(B)(iii).  If  a  challenge  is  brought  between  the  founh  and  fifth  anniversaries  of  the  brand 
product's  approval,  the  brand  product  is  assured  at  least  seven  and  one-half  years  of  exclusivity.  21 
U.S.C.  §  355(j)(4)(D)(ii) 
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•  Ensure  an  accurate  calculation  of  "best  price. "  In  the  wake  of  Hatch- Waxman, 
many  brand  companies  have  estabhshed  captive  generic  subsidiaries.  These 
captives  may  market  "generic"  versions  of  their  parents'  brand  products.  When 
the  brand  parent  calculates  its  "best  price"-used  for  determining  its  sale  price 
to  the  federal  government-it  ignores  tlie  lower  price  of  its  subsidiary's  "generic" 
product.  Where  a  brand  and  a  "generic"  version  of  a  drug  are  made  within  the 
same  corporate  family,  the  best  price  calculation  for  any  member  of  that  family 
should  take  into  account  tlie  pricing  of  the  generic  as  well  as  the  brand  product. 
While  we  recognize  that  this  change  would  have  to  be  made  in  the  Medicaid  title 
of  the  Social  Security  Act,  rather  than  in  Hatch- Waxman,  we  believe  it  is  worth 
noting  in  the  context  of  this  committee's  review. 

•  Double  patent  extensions  should  not  be  permitted.  Hatch- Waxman  permits 
extensions  to  drug  patents  to  reflect  delays  in  securing  regulatory  approval  from 
the  FDA.-  Although  a  condition  of  this  provision  was  that  only  one  extension 
per  product  would  be  permitted,—  brand  manufacturers  now  are  claiming  that 
they  are  entitled  to  two  or  more  extensions—one  or  two  under  Hatch- Waxman 


^35US.C.  §  156 
^35.U.S.C.  §  156(aX2). 
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and  another  under  the  transition  provisions  of  the  URAA.—  This  committee 
should  clarify  that  a  product  that  has  received  an  extension  under  Hatch- 
Waxman  (35  U.S.C.  §  1 56)  is  not  entitled  to  a  second  extension  under  URAA. 
Provide  lost-sale  compensation  for  successful  patent  challengers.  Under 
current  law  the  holder  of  an  infirm  patent  generally  is  not  liable  to  a  successful 
challenger  for  sales  lost  due  to  the  delay  occasioned  by  tlie  often  long  and  costly 
Utigation.  This  places  a  premium  on  die  patent  holder's  drawing  the  lawsuit  out, 
thus  increasing  the  challenger's  costs  and  delaying  the  challenger's  potential  entry 
into  the  marketplace.  The  Act  should  be  amended  to  entitle  a  successfiil  patent 
challenger  to  compensation,  including  compensation  for  lost  sales,  for  the  period 
between  the  filing  of  the  challenger's  AND  A  and  the  date  the  challenger  finally 
wins  the  right  to  market  the  product.  Lost  sales  can  be  calculated  based  upon 
generic  sales  once  the  generic  product  actually  has  been  introduced. 
Remove  "exceptional  case"  liability  where  there  have  been  no  commercial 
sales.  In  the  pharmaceutical  field,  patent  challengers  typically  are  far  smaller 
and  have  far  less  economic  muscle  than  patent  holders.  A  patent  challenge  is  a 
costly  undertaking.  In  addition,  a  challenger  usually  cannot  market  its  product 


^'See  Merck  &  Co.  v.  Kessler,  903  F.  Supp.  964,  36  U.S.P.Q.2d  1727  (E.D.  Va.  1995),  appeal 
docketed.  No.  96-1068  (Fed.  Cir  Nov.  8,  1995). 
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until  and  unless  it  succeeds  in  its  challenge.  This  is  different  from  other  fields 
of  endeavor,  where  a  patent  challenger  can  begin  marketing—and  thus  acquire 
market  share—before  its  challenge  is  successful.  Thus  there  is  little  or  no 
incentive  for  bringmg  a  pharmaceutical  patent  challenge  unless  the  challenger 
believes  it  can  win  tlie  case,  and  the  loss  of  such  a  case  is  itself  a  great  drain  on 
the  challenger's  resources.  On  top  of  these  considerable  disincentives,  under 
current  law  an  unsuccessful  challenger  may  be  liable  not  only  for  its  own 
attorney  fees  but  also  for  tliose  of  tlie  patent  holder.-  The  chilling  effect  of  this 
provision  is  considerable  and  unnecessary.  The  Hatch- Waxman  Act  should  be 
amended  to  provide  that  an  unsuccessfi.il  challenger  may  be  liable  for  the  patent 
holder's  attorney  fees  only  if  the  challenger  has  made  substantial  commercial 
sales  of  its  product. 
•  Location  for  patent  challenges.  The  current  Act  lets  the  patent  holder  decide 
where  a  patent  challenge  will  be  heard.—  Given  the  economic  muscle  of  the 
brand  companies—which  often  are  among  the  largest  and  most  influential 
employers  in  their  localities-the  challenger  should  have  the  right  to  choose  from 


»35U.S.C.§§  271(e)(4).  285 
^'2\M.S.C.  §  3550)(4)(B)(iii) 
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among  the  venues  permitted  by  law-  by  being  authorized  to  bring  a  declaratory 
judgment  action  upon  filing  its  ANDA. 
•  Burden  of  proof.  Tlie  ordinary  burden  of  proof  in  a  civil  case  is  that  the  plaintiff 
must  prove  its  case  by  a  preponderance  of  the  evidence.  In  a  patent  case, 
however,  the  challenger  must  meet  a  considerably  higher  burden—proof  by  clear 
and  convincing  evidence  that  the  patent  is  invalid  or  unenforceable.—  There  is 
no  justification  for  this  extraordinary  burden,  which  approaches  the  reasonable 
doubt  standard  that  obtains  in  criminal  cases.  Patents  are  issued  ex  parte  by  the 
PTO,  with  no  chance  for  a  potential  challenger  to  show  why  a  patent  should  be 
denied.  (This  is  roughly  equivalent  to  playing  football  with  only  one  team  on  the 
field.)  The  law  should  be  changed  to  provide  that  one  challenging  a 
pharmaceutical  patent  must  meet  only  the  normal  civil  burden—proof  by  a 
preponderance  of  the  evidence. 


^See.  e.g.,  28  use  §  1391 


^Johnson  and  Johnson  v.  W.L  Gore  &  Associates,  Inc.,  436  F  Supp.  704,  195  U.S.P.Q.2d  487  (D. 
Del.,1977). 
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In  closing,  NPA  thanks  the  committee  for  its  attention  to  this  important 
aspect  of  everyday  Hfe  in  America,  and  Chairman  Hatch  for  his  long  and  productive 
interest  in  the  field  of  drug  development  and  pricing. 
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